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DECLARATION

We (applicant) : Rjnedica Co.,Ltd

do I*reby sol™nnly and sincerely declare
O vl '

1. That the attached document(s)

User guide of the_medical device
Sterile Tube for Platelet Separation Dr.PRP

\y is(are) true and correct.

is(are) true translation for the text(s)-originally written in
the English language conscientiousty believing the same

to true‘and correct.
* Russianstranslation attached.

Signature

Date : 21-04-2017
Seong Ryul Cho/C.E.O

Rmedica Co.,Ltd
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User guide of the medieal device
Sterile Tube for Platelet Separation Dr.PRP

Purpose: Sterile Tube for Platelet Separation Dr.PRP (further-device) is designed for the rapid
preparation of platelet-rich plasma (PRP) from an autologous small sample of the patient's blood by
centrifugation. This device is a one-time use.

Terms of use: Use only in conditions of medical treatment-and-prophylactic establishments.
Contents of delivery:
Sterile Tube for Platelet Separation Dr.PRP - )L.pc.

Packaging - 1pc.

Description: Sterile Tube for Platelet Separation Dr.PRP is a sterile device, shown in Fig. 1, the
dimensions are shown in Fig.2.

The device is"packed in a blister (tray and tray cover, connected by.thermo-pressing) with tamper
control.

Fig. 1
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Platelet concentration, times, within (5-9);

The number of platelets kl / pi, within (1500000-2700000)
Recommended anticoagulant - Sodium Citrate-4%.
Weight of device g, (36%1)

Thread pitch of Top cover- 2.02 mm
Thread pitch of Bottom cover - 2.02 mm
Thread pitch of Adjusting knob - 2.03;mm

Sterilization.

Sterility of the Sterile Tube for Platelet Separation Dr.PRP is provided by the usage of gamma ray,
applied for medical devices, emitted by radioactive sources Cobalt-60 method AAMI B, sterilization
dose - 25 kHz. Sterility Assurance Level: 10

Graduating on the device
The device has a graduation‘on opposite sides ofthe top part.of the transparent blood tank.
Gradin™tep 1cm

17"Maricup” m 15 cm “to 23 cm * (see photo)

Used to control the filling of the tube before the start of the centrifugation procedure according
to the instructions for use (no more than-20 cm 7).
2) Markup from 1cm ~to 10.em ™ (see photo)

Perucrpanuga MU B PocagpaBragzope
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Used in secondary centrifugation to determine the level of platelet-rich plasma, according to the
manufacturer's 4 cm ~at the bottom of the top ofthe transparent blood vessel.

Place the tube in a centrifuge.

Mode of application:

Peructpanna MH B PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru

In a syringe with a capacity of20 cm collect 2 cm @of anticoagulant (4%
sodium citrate) and then take a blood sample from-the patient in a volume
of 18 cm  The total volume of fluid in the syringe should be 20 cm

Insert blood/from the syringe through an external silicone plug to a mark of
20 cm  To facilitate the introduction of bloed, keep the tube tilted.
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Conduct primary centrifugation to separate plasma cells-from red blood
cells. Before centrifuging set a balancing weight to compensate for the
weight of the tube. The tube is installed vertically into the rotor sleeve-the
centrifuge spigot, perpendicular to the horizontal surface in the upper-
cover-up position, the bottom cover and the adjustment handle downward
(to the bottom of the rotor sleeve-the centrifuge spigot).

Conditions for the First Centrifugation,(RPM)

Female 3,000 RPM 3 minutes
Male 3,200 RPM:4 minutes
When fail the 3,000 RPM-T'minutes
separation

* For subjects taking aspirin, antihypertensive drugs, with cardiac disease,
anemia, or during menstruation, the-centrifugation should be done for 4 min
at 1,000 RCF

After the first centrifugation, check the degree of plasma separation from
the red blood cells and set the-boundary of the separated layer by pulling
down or pressing the adjusting handle that is located at the bottom of the
tube. If there is no clearly-separated plasma layer, conduct additional
centrifugation for 1-2 minutes at the same speed.

To completely separate the plasma layer from the-red blood cells (RBC),
turn the adjusting-handle in the bottom of the tube clockwise and then the
red blood cell level controller by turning the bottom cover clockwise above
the handle, then.turn the adjusting knob clockwise and block the narrow
part of the tube with the cap of the adjustment’handle, which will exclude
in future the_possibility of mixing the fractions of blood (RBC and plasma)
separated from the centrifugation from the.upper and lower containers for
blood.
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Place the closed product in a centrifuge with a balancing-charge and re-
centriflige to enrich the platelets. The tube is mounted vertically in the rotor
sleeve - the centrifuge spigot, perpendicular to the horizaental surface in the
upper cover position, the bottom cover and the adjustment handle down (to
the bottom of the rotor liner - centrifuge spigots).

* Condition for the second centrifugation ; 6 min at'3,200 RPM

As aresult of repeated centrifugation, the following fractions will be
obtained in the upper part of the blood vessel:
AL 1. Upper layer PPP: Mostly plasma + Several platelets
2. Middle Layer PRP: Platelet Plasma + Some plasma
3. The lower layer - The platelet layer.

Placethe tube vertically with the top.cover up on a stable horizontal surface
to.avoid mixing the resulting fractions. Remove the external silicone plug
from the test tube. In a 10 cm 7ssyringe with a long needle (more than 5
cm), slowly top up the PPP layer; leaving 4 cm " of the middle PRP layer
and the lower platelet layer.

4 cm Mofthe middle layer'PRP and the lowerTayer of the Platelet to mix,
8 yigorously shaking 2-3 times, dial into a second syringe with a capacity of
~at least 5 cm ” and use for-procedures.

Indications

Sports medicine

- "tennis" elbow;

- tendonitis,/ tendinitis of soft tissue, including injection into ligaments,muscles and joints;
Orthopedics

- arthritis;

- periarthritis;

- epicondylitis (“tennis elbow", "golfer's elbow");
Cosmetology and trichology

- skin dryness, peeling, decrease in turgor of the skin (sagging);
- scars and stretch marks;

- post-acne;

- focal, diffuse alopecia;

Peructparmua MU B Pocagpasragzope
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borrbea;

Stomatology

- generalized periodontitis;

- alveolitis, implant surgery, tooth removal;
Ophthalmology
- pain relief after the procedure of vision correction;
- facilitates the condition with xerophthalmia (dry eye syndrome);
Gynecology
- vaginitis;
- cervical erosion;
Urology
- inflammatory diseases of the urogenitalsystem.
Contraindications: Do not use for children and patients with individual intolerance to the components
and contraindications
Absolute contraindications:
- thrombocytopenia (less than 100,000 platelets in me),
- thrombocytopathy,
- moderate and severe anemia (HB less than 90 g/1),
- sodium citrate intolerance,
- septicemia;
- lack of patient consent.
Relative contraindications:
- pregnancy and lactation;
- decompensated diabetes;
- immunosuppressive state;
- autoimmune diseases,
- violation of blood coagulation function,
-fever (over 38° C)A
- oncological diseas|E.j, . /
- herpes,
- viral hepatitis /B-and C;
- viral infection in the acute stage,
- the use of heparin series drugs, earlier than the day before the device application.

Possible sideeffects: Inflammation, swelling, redness of the skin.

Precautionary measures

1. Please-check if packing of device is problem, expiration date and sterile marker before use of Sterile
Tube for)Platelet Separation Dr.PRP

2. Please check if parts of device is missing.

3. The-product should not use except trained Health care workers.

4. Ifthe product is not used correctly. Device is caused to the preblem of function and side effect, for
example device is caused to the loss of separation of plasma or platelets. Before the device use, please
read User Guide.

5. Apply immediately after opening the package in compliance with the rules of aseptic and antiseptic.
The device is disposable, do not reuse. Do not re-sterilizate. The device should not use except the

purpose of device. Do not use after expiry date.

Perucrpanua MH B Pocagpaeranzope
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Ssfety requirements
Keep out ofthe reach of children.
Do not break the package, avoid squeezing.

Methods and means of disinfection and cleaning
The product is sterile, does not require disinfection and cleaning.

Explanation of the symbols on-the label (EN980:2008)

Do not re-use

The expiration date of the device

STERILE R The method of sterilization - Radiation
LOT Lot number
d Date of manufacture
C€ CE marking and the identification number of technical
expertise body. Certification according to MDD (93/42
/EEC) N
m | Manufacturer
EC RER j.Authorized Representative in the EU
_J/
la Read the Guide of application

I Temperature limits

Do notire-sterilize

Do not use if package is damaged

Transportation

Pernctpanug MM B PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru

RM-UG-02
Pen. 2
2015. 03.13



AokyMmeHT Ng: RM-UG-02

medica User guide Penaxums Ne Pea. 2

Pepakuunsa oT: 2015. 03.13

Sterile Tube for Platelet Separation Dr.PRP is transported at a temperature from 4 2/C to 30 ° C and
humidity of 15-80%, avoiding compression products, irrespective of the mode of'transport in the
manufacturer's packaging.

Warranty

Manufacturer Rmedica Co., Ltd, 2-709, Lotte IT Castle M, Gasan-Dong 550-1,,Geumchun-Gu, Seoul,
Korea and authorized representative ofthe manufacturer in the Russian Federation "MEDILONA" LLC,
10, Skhodnenskaya St., Moscow, Russia, 125363, e mail info@ medilona.ru, +7 495 720-39-12 ensure
compliance of Sterile Tube for Platelet Separation Dr.PRP to the claimed properties until the expiration
date, subject to the rules governing the storage, use and transportation.

Expiration date of Sterile Tube for Platelet Separation Dr.PRP - 3 years from date of manufacture
printed on the package.

Do not use beyond the expiration date-

Sterile Tube for Platelet Separation Dr.PRP is disposable. You do notneed servicing, maintenance and
repair.

The procedure for recycling and destruction

Sterile Tube for Platelet Separation Dr.PRP with a breach ofthe integrity and / or tightness ofthe closure,
expired, not used after opening-the package and also used for'its intended purpose in accordance with
the instructions for use are(disposed of together with solid household waste, in accordance with all
federal, regional / provincial and local laws and regulations.

Perucrpanua MH B PocagpaBHagzope
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Marking

1The following information is applied on each box (group packing);
- device name and number of the registration certificate;

- model number;

- name and address of the manufacturer;

- expiration date;

- manufacturing date (year, month);

- lot number;

- storage conditions;

- Inscription "Sterile™;

- Inscription: «Single use!»;

- Inscription: « Do not squeeze!»;

- number of individual packages infa;box made of cardboard;

- net weight and gross weight of the=box;

- net mass of consumer packaging.

2 The following information is.applied on each individual package:
- device name and number ofithe registration certificate;

- model number;

RM-UG-02
Pep. 2
2015. 03.13

- the name and address of theemanufacturer and the authorized representative of the

manufacturer;

- expiration date;

- manufacturing date (year, month);
- lot number;

- storage conditions;

- Inscription "Sterile';

- method of sterilization;

- Inscription: «Single use!».

Perucrpanua MH B PocagpaBHagzope
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3. Example of marking;

YNO/THOMOYEHHBIIA M3rotoButenb;
npeacraBuTesib; Mpobupka cTepunbHasa Ans pasgesieHns KpoBu «RMEDICA»;“agpec:
000 «MEANTOHA>. 1 MonyyeHns o6oralleHHol TpoMbouuTamm 2-Dong 709-Ho (Gasan-Dong, IT
appec: Poccus, 125363, T. nnasmbl Dr.PRP Castle), 38, Gasan digital 2-ro,
MockBa, yn. CxoHeHckas, Geumchean-Gu, Seoul, Korea
A.10

Homep naptum: s -1 PervcTpauyeHHoe yaocToBepeHve
C02-141218 1,~ SIERLE1A1 , EC IREP ~ Poc3apaBHaazopa

[JaTa Bbinycka: Ne

Aexabpe 2014 lot! C Cro23

XpaH1Tb B TeYeHVe Cpoka rogHOCTW, B HEAOCTYMHOM [/15 AeTeli YACTOM, CYXOM,

TEMHOM MeCTe BYrnakoBKe Npou3BoAuTesiA nNpu Temnepatype ot +4 "Cao +30 “Cn CTEPWIbHO
BNaxHOCTU 15-80%. M3beraTb caasnvBaHus. Cpok.rogHocTv - 3 roga caatbl «ACTIO/Ib30OBATb OHOKPATHO!»
W3roTOB/IEHUS], YKa3aHHOM Ha yrnaKoBKe. KHE COABJ/IBATb!»

He ncnonb3oBathb Mo UCTeYeHU Cpoka rogHOCT

Rmedica Co., Ltd

2-dong 709:ho(Gasan-dong. IT Castle), 98,

Gasan digital, 2-ro, Geumcheon-gu, Seoul, Korea

Peructpanua MH e PocagpaeHansope
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PyKOBOACTBO MO NPUMEHEHUIO MEANLMHCKOTO N3LeNnst

MpobupKa cTepunibHas ansa pasgeneHns KpoBu 1 NoayyveHns o6orauleHHon TpomboumTamm
nnasmbl Dr.PRP
HasHaueHune: T[pobupka cTepunbHaa [N pasfefieHns KpPoBU UM MOAy4YeHUs 060ralleHHoM

TptomboumuTamu nnasmbl Dr.PRP (ganee wuadgenve) npegHasHayeHa ANS-0bICTPOr0 NPUroTOB/EHUA
6oratoin TpomboyuTammu nnasmel (BTIM) U3 ayTONOrMYHOro Heb6ONbLLIOIO, 06pasya KpOBM MaumeHTa
METOOM LEeHTPUMYrmposaHus. 3TO U3AeIVe pa3oBOro NCMO/b30BaHMUS.

Ycnosusa npuMeHeHUA: MpUMeHATb TOMABKO B YC/IOBUAX MeAULUHCKUX-TIe4ebHO-NpoduIaKTuYecKnx
yUpeXaeHWiA.

KoMMN/1eKT NMocTaBKW:

Mpobupka cTepunbHaa gns pasgefeHns KpoBum U NonyyveHms o60rallleHHOM TpoMbouMTammn niasmbl
Dr.PRP - 1lwr.

Ynakoska - 1wWT.

OnwucaHue: Mpobupka ctepunsHas 4na pasfeneHns Kposm n NoAyYeHna oboraweHHo TpombounTamm
nnasmbl Dr.PRP npeactaBnger/coboit cTepunbHOe U3aennes ffokasaHHoe Ha Puc.1l, pasmepsbl yKasaHbl
Ha Puc.2.

M3penve ynakoBaHo B 6/1CTep (IOTOK U KpblLKa N0TKa) COeANHEHHbIE METOLOM TEPMOMPECCOBKM) C
KOHTPONEM BCKPbITUS.

Puc.1

Pernctpamua MU B PocagpaBsHagaope
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PykoBoacTBO AokymeHT N RM-UG-02
Pepakumna Ne Pen. 2

nosib3oBartens Pefakuna oT: 2015. 03.13

amedica

BmecTumocTb n3genus - o06bem Kposu, M, B npegenax (18,0+0,05);
O6bem aHTMKOarynsHTa Mn, B npegenax (2,0+0,05);

O6bvem PRP mn, B npegenax (4,0+0,2);

KoHLeHTpaLua Tpom6oumToB, pas, B npegenax (5-9);

Konunuyectso Tpom60ouUmMTOB KA/MKN, B npegenax (1500000-2700000)
PekoMeHAyeMblli aHTUKOArynaHT - LintpaT Hatpus 4%.

Macca nsgenuar, ( 36x1)

Crepunusauma: CTrepunbHOCTb «IMpo6GUPKN CTEPUNbHON ANA pasfeneHus KpPoBWM U MNOMydYeHUs
oborauleHHol TpombouuTamu nnasmbl Dr.PRP» o6ecneunBaldT MNPUMEHEHMEM TFaMMa-u3nyyeHus,
MCNonb3yemoro Ana o6ayyvyeHUs MeAWMUUHCKON NPOAYKUUW, WCMYCKAEMOro pPaguoHYKINAHbIM
nctouHnkom Kobanbt-60 metogom AAMI Bl1, gosa ctepunm3aumn(79 25 kIp. YpoBeHb rapaHTumu

cTepunbHocTK; 10-6.

["pagyvpoBKa Ha uU3gennu.
N3penve nMeet rpafyMpoBKy Ha NMPOTUMBOMOJMIOXHbBIX CTOPOHAX BEPXHeR 4acTu eMKOCTU NS

KpOBMU.
Lar rpagyvpoBku 1 cmZ.
1) PasmeTtka ot 15 cm2Ag0 23 cv” (cm hoTo)

VicnoAWfetcay | [Iiis KOHTPONA “3aMONHEHMs  NpobuMpKM  [0- Hayana  npoueaypbl
LeHTpNdyrmp6BaHA”P cornacHo MHCTPYKLMU-AO NCMoNb30BaHnio (He 6onee 20 cvh).

Peructpanuag MH B Pocagpaeragzope
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2) PasmeTka oT 1Ky6 cm™go 10 Ky6 cm”™ (cM (hoTO)

Wcnonb3yeTca npyu BTOPUYHOM LEHTPUQYrMPOBaHUM ANA OfpPefeNneHUs ypoBHA 6oratol
TpombounTamMn nnasmbl, COLMACHO YCTAaHOB/IEHHOrO .MPOM3BOAWUTENEM 4 CM"Ha [He
BEpXHen YyacTu npo3pavyHoi-€MKOCTU LN5 KPOBU.

YcTaHOBKa MPoOUPKU B LEHTPUPYTY.

* » 0

MopaLoOK NPUMEHEHUA:

I Bannpuy BmecTuMOCTblo 20 cM” HabpaTb 2 e anTukoarynsaHTa (Limtpat
HaTpusa 4%), a 3aTeM OCYLLeCTBUTb B3ATUE KPOBWU.Y NaumeHTa B 06beme 18
cv”. O6LWKNin 06BEM XMAKOCTY B LUNPULE JOMKEH COCTaBUTbL 20 cM.

BBecTn KpoBb M3 Wnpuua 4vepe3 BHELIHIOI CU/IMKOHOBYIO MPO6KY A0
oTMeTKuM 20/,cm™. ns o6neryeHns BBeAeHUS KpOBU AepxkaTh NPOOMpKY noj
HaK/TOHOM:

Perucrpauua MH B PocagpaBragzope
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MpoBecTM MepBUYHOE LEHTpUdyrnpoBaHue, 4YTo6bl “OTAENUTb KIETbCU
nnasMbl OT KpaCHbIX KPOBSHbIX Teneu. leped LeATPUDYrMpoBaHueM
YyCTAHOBWTbL YpPaBHOBELUMBAKLWMNIA Tpy3, 4TOObI KOMMEHCMPOBATb BeC
npro6upkun. Mpobupka ycTaHaBNMBAeTCS BEPTUKaNbHO B FM/b3y POTOpa-
KPECTOBMHbI LeHTpUdyru, nepneHANKyNSapHO rOPU30HTaNIbHO
MOBEPXHOCTW B MOJIOXEHUUN BEPXHASA KPbILLIKA BBEPX, HUXKHAS KPbNNKa U
perynmpoBoYHas pyKosTKa BHMU3 ( Ha AHO TW/b3bl pOTOpPa - KPEecTOBUHbI

LeHTpudyrn).

YcnoBus nNpoBefieHNs NepBuUYHOro LeHTPUGyrnposaHus

YKeHLNHbI 3000 06/MUH 3 MUHYTbI

My>KHUMHbI 3000 06/MWH 4 MUHYTbI

Mpu’HeynavyHoOM 3000 06/MuH 1 MuHyTa

LeHTpPUGyrnposaHum
*~ LeHTpU(yrnposaHne KpoBU _MaLMeHTOB, MPUHMMAKOLWNX aCMUPUH,
NPOTUBOrMMEPTOHNYECKME  Mpenapatbl,  CTpajalolmnx  cepAeyHo-

COCyamMCTbIMKU 3a60/1eBaHUAMMK, aHEMUEW WIN Y >KEHWMWH B Mepuos
MeHCTpyaLunin NpoBOANTCH 4 MUHYTbI NPU OTHOCUTENIbHOW LEHTPOBEXHOWA
cune 1000 RSF

Mocne NepBUYHOrO LEHTPUHYIMPOBAHNSA NMPOBEPUTL CTENEeHb OTAeNeHNs
Mna3Mbl OT KPACHbIX KPOBSHbIX TeNeL, U yCTaHOBUTb rpaHuLly OTLeNIeHHOrO0
CNosA, HAaTAHYB BHW3 WU_HaXaB Ha perynfaoBOYHYH0 PYyKOATKY, KoTopas
pacnonoXeHa B HUWXHet YacTu Np66UIAVIMEcin HeT YeTKo OTAeNMBLUErO
C10s Nfasmbl, NPOBECT LONONHUTENIbHOE LLeHTPUMYFUpoBaHue B TeHeHne
1-2 MUHYT Ha TOI )& CKOPOCTH.

YT100bI NOMHOCTEIO OTAENUTL C/IOW NNa3Mbl 0T-KPaCHbIX KPOBSAHbIX Tenew,

NKKT) Hy)XHO- NOBepHYTb MO YacOBOW -CTpefike pPeryampoBOYHYIO
PYKOATKY BHU3Y npobupku (1), a 3aTem,TakKe W KOHTPO/INEP YPOBHSA
3pPUTPOLUTOB MyTeM BpaLLeHUSA HUXHEN KPbILLKY N0 YacOBOMN CTPeskKe Haj
PYKOATKOI- (2), mocne 4ero euie pa3  MOBEPHYTb PeryampoBOYHYIO
PYKOATKY. = N0 4acoBoh cTpenke (3) M 3ab/0KMpOBaTb Y3KYH 4acTb
NpooupPKKM KONNA4YKOM PeryupoBOYHON PYKOATKWU, 4YTO WCK/KOYUT B
JanbHeENllemM BEpPOATHOCTb CMeWUBAaHWA pasfefieHHbIX B pe3ynbTaTe
ueHTpmyruposaHns ¢pakumii kpesu ( KKT n nnas3mbl) U3 BepxHein u
HWKHEW 4acTn eMKOCTK A1 KPOBW.



PykoBoacTBO AokymeHT No RM=UG-02
Pepakuyus Pen. 2

nonb3oBaTensd Pepakuus or'- 2015. 03.13

YCTaHOBUTb 3aKpbITOE U3Aenne B LEHTPUGYrYy C YpaBHOBELLMBAKLLUM
rpy3oM M MPOBECTU MOBTOPHOE LEHTPUGYrupoBaHue s oboraweHus
Tpom6ouMTOB. Tpo6UpKa YCTaHaBNMBAETCA BEPTUKAAbHO B TU/b3y
poTOpa- KPeCTOBMHbI LeHTpUdyru, nepneHanKynspHO \ropu3oHTaNbHOM
MOBEPXHOCTW B MOSIOXKEHNUMN BEPXHAA KPbILLIKA BBEPX, HUKHAA KPbILLKA U
perynmpoBoYHas pyKosTka BHM3 ( Ha AHO TU/1b3bl POTOPA —KPECTOBUHbI

LeHTpudyrn).
*YCnosua NpoBefeHNsA NOBTOPHOIO LEHTPUMYTUPOBAHNA: 6 MUHYT npu
3200 06/MuH.

B pe3ynbTaTe NOBTOPHOIO LLeHTPU(YIrMpPOBaHWS B BEpXHEl YacTy
eMKOCTU ANa KpOBK 6yAyT NosyyeHbl cneayrotine Gnakuyuu:

1. BepxHuiticnoi PPP : B OCHOBHOM n/i@3ma + HeCKO/IbKO
TpomboumnTos.

2. Cpegnuii cnoi PRP: MHOro TpoM60LMTOB + Mano naasmbl
3. HmkHuin cnoii Platelet - TpomM6OUMTapHbIWA COW.

Y cTaHOBUTb NPO6UPKY BEPTUKANLHO BEPXHEN KPbILLIKON BBEPX Ha
YCTOAYMBYIO rOPU30OHTA/IbHYIO NMOBEPXHOCTb, YTOOLI N36exaTb
CMELLMBAHUA NONYYEHHbIX Ppakuuii: CHATb BHELIHIOK CU/TMKOHOBYHO
npo6Ky ¢ Nnpobupku. B wnpuy, BMECTUMOCTbIO 10 CM” € AIMHHOW MTI0N
(6onee 5 cm) meaneHHo Habpats BepxHwuii cnoi PPP |, octaBus.4 cv
cpesnHero cnos PRP n HuxHerg cnos Platelet.

8 4 ovi” cpepHero cnos PRP-M HkHero cnos Platelet cmewatb, 3HepruyHo
BCTPSAXHYB 2-3 pa3a U HabpaTb BO BTOPOM LUMPUL, EMKOCTbIO HEe MeHee 5
cM" 1 MUCNOoNMb30BaTb NS NPOBeAEeHUS MpoLesyp.

lNMoka3saHng ,

CnopTuBHasa meguLmnHa n

- «TEHHWUGHbIN» NOKOTb;

- TEHAVHUT/TEHANHO3 MATKNUX TKaHEW, BKMOYas MHbEKLUN B CBA3KW, MbIIILbl U CYCTaBbl;
OpTomniegus

- apTpnT,

- NepnapTpuT;

- ANMUKOHAUNUTBI («N0KOTb TEHHUCUCTa», TOKOTb FONb(UCTAY);
KocmeTonorvsa v Tpmxonoruns

- CYXOCTb KOXW, LWWeNyLWeHNe, CHUXEeHME Typropa Koxu (4psa6nocTs);
- pacTsHKKKU v pyobubl;

- NOCTAKHE;
Peructpanua MH e PocagpaeHansope
www.nevacert.ru | info@nevacert.ru
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-ouaroBast, M hy3Has anoneuns;
- cebopes;
CTtomaTtonorus
- reHepann30BaHHbIV MapoLOHTHUT;
- aNbBEONNT, Onepauun nMnaaHTaunn, yganeHuns 3yoa;
OtrTanbmonorus
- CHATWe 60K nocne Npoueayp KOPpeKuun 3peHus;
- obniervaeT coCTOSIHME MPU KCepodpTanbMuu-(CUHAPOMA CYXOro rnasa);
MMHekonorusa
- BarvHuT;
- 3pO3UN LIENKN MaTKMW;
Yponorusa
- BOCManuTesibHble 3a60/1eBaHNA OPraHoB MOYerno0BON CUCTEMBI.
MpoTnuBoNoKasaHusa: He NpuMeHATb AeTAM M MauueHTam ¢ UHAWBUAYaNbHOW HEMNepeHOCUMOCTbIO

KOMIMOHEHTOB M NPOTUBOMNOKA3aHUAMM:
AOGCONOTHbIE NPOTMBOMOKa3aHNS:

- TpomboumnToneHmsa (meHee 100 000 Tpom6b6OLUTOB B MKJ),
- TpomMbouunTonaTuu,

- aHemus cpegHel n Taxenoi etenenn (HB menee 90 r/n),
- HEMepPeHOCUMOCTb LUTpaTa HaTpMUs B aHaMHese,

- cenTuLemms,

- OTCYTCTBME COrnacug-RaLmeHTa.

OTHOCKMTENn™e NpoTUpP"OKa3zaHns:

- 6epemeHHOCTA* 1ML cyms;

- LeKOMMNEHCMPOBAHHbIW caxapHbli fnaber;

- UMMYHO/ZenpeCCyBHbIE COCTOAHNS;

- ayTOMMMYHHbIe 3a60/1€BaHu4,

- HapyLweHVe CBepTbiBalOLWen hyHKLMUN KPOBN,

- nuxopagka bonee 38° C,

- OHKO/NOFUYecKue 3aboneBaHuns,

- repnec,

- BUpYCHbI renatut Bu C

- BUPYCHaa MH(eKLMS B CTaann 060CTpeHus,

~IpliMeHeHVe npenapaToB renapnHoBOro psja, paHee, YeM 3a CYTKU A0 MPUMEHEHUS U3AeNus.

Mo6ouHble geiicTBuA: BocnaneHue, 0TeK, MOKPaCHEHME KOXHOM0 MOKPOBa.

Mepbl NPesoCTOPOXHOCTH:

Perncrpanusa MU B PocagpaBragzope
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HmEdlca y © Oﬂ,C 0 Pepakuus Pen. 2
nonb3oBartesiA Pefakuna oT: 2015. 03.13

|, BHMMaTe/IbHO NPOBEPUTL LLE/IOCTHOCTb YMaKoBKMW, CPOK FOAHOCTU U MapKep CTEPU/IbHOCTU nepeq
npuMeHeHvem «lMpo6UpKKM CTepuIbHOW ANA  pas3fefieHns KpOBW UK MNOSyyYeHMs. oboraleHHON
TpombounTamu nnasmsl Dr.PRP».
2. MpoBepuTbL HannMume Bcex aeTanei.
3. KpaboTe ¢ nsgenvem fonyckarmTca TONIbKO KBaIM(PULUPOBaHHbIE MeANLIUHCKNE PaboTHUKMN.
4. TIpMeHATb TONIbKO NOocne 03HaKOMJIeHWs ¢ PYKOBOACTBOM MO MPUMEHEHWIO, T.K. HENpaBu/bHOE
MCNONb30BaHNEe N3LEeNNA MOXET MPUBECTU K MOBPEXAEHUIO U HapYLIEHWIO OTAeNeHUS Nna3mbl Un
TPOMOOLMTOB, YTO NOB/EYeT 3a CO60M BOSHUKHOBEHME MOBOUHbIX 4EACTBNIA-
5. MpuMeHATb cpa3y nocne BCKPbITUSA YNaKOBKY C CO604eHNEM MpaBul aCelTUKN U aHTUCENTUKMN.
3anpelLeHo MOBTOPHOE MCNO/Ib30BaHUE N3feNus. 3anpelieHa NoBTOpPHadA CTrepunmsauns. 3anpeLleHo
MCMNoNb30BaHNe He M0 Ha3HayeHUto. 3anpeLleHo UCrnonb30BaHMeE NOC/e MCTeYeHNs CpoKa rofHOCTH.
TpeboBaHMA 6e30NacHOCTU
XpaHUTb B HEJOCTYNHOM A/1A feTeil MecTe.
He HapyLwaTb ynakoBKy, n3beratb C4aBnnBaHus.
MeTogbl 1 cpeAcTBa Ae3NHPEKLUN Y NPeLCcTePUIN3ALNOHHON QUUCTKN
N3penve ctepunbHoe, He TpeOyeT-Ae3UHMEKLUN N NPeACTEPUNN3ALNUOHHON OUYNCTKMN.

PaclunppoBka.cMMB0/10B Ha aTUKeTKe (EN980:2008)

[MOBTOPHO He MCNONbL30BaTh

[.aTa OKOHYaHUs cpoka.rogHoCcT ToBapa

STERILE R MeTog cTepunmn3auunm - pagualmoHHbIN

(0T Homep naptuu

Jata npon3soacTaa

C:€ CE MapKupoBKa 1 UHAEHTUDUKALIMOHHBIN: HOMEp
1023 opraHa TeXHUUECKOI aKcnepTuabl. CepTiiukauma B
cooTseTeTBun ¢ MDD (93/42/EEC)
r.nJ MpoussoaunTens
EC REP ABTOPU30BaHHbI NpeAcTaBuTen'B EC
C3 O3HakoMnUTbLCA ¢ PYKOBOACTBOM NO NPUMEHEHUIO
X TemnepaTypHble OrpaHUyeHus

Perunctpaima MU B Pocampasragzope
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MOBTOPHO He CTepuIn3oBaThb

He ncnonb3oBarth, ecnu ynakoBKa noBpexieHa

XpaHeHne 1 TpaHcrnopTupoBaHue: «lMpobupky CTepunbHYI 418 pasfefleHns KPoBU U NONy4YeHuUs
oboralieHHol TpombounTamm nnasmbl Dr.PRP» XpaHAT 1 TPaHCNOPTUPYIOT-B TEYEHME CPOKa
rOfHOCTW, B HEAOCTYMNHOM NS AeTeil YNETOM, CyXOM, TEMHOM MECTE B YaKOBKe NPOuU3BOAUTENS NPU
Temnepatype oT +4 °C go +30 °C v BnaxHocTn 15-80%. N36eraTb chaBiMBaHus.

[TapaHTVa usrotosutena: Msrotosutens Pmeanka Ko. JItg, 2-A0HT 709 - xo, (lacaH - AoHr, T
Kactne), 98, MacaH guxutan 2-po, FeymueoH - Ty, Ceyn, Kopes n yROAHOMOYEHHbIN NpeCcTaBUTENb
npoussoputens s P OO0 «MEANAOHA», Poccua, 125363, r. Macksa, yn. CxofHeHckas, 4. 10,
e-mail: info@medilona.ru, Ten._-+7 495 720-39-12 rapaHTUpytOT cooTBeTCTBME «[1pobMpPKYK
CTEPUNBHON AN pa3feneHns KpoBW 1 nosiyyeHns oborawieHHo TpomboumTamu nnasmel Dr.PRP»
3afB/IeHHbIM CBOICTBaM B Te4yeHWe cpoka roAHOCTW, MPW YCNOBUM CO6GMIOAEHUSA NPaBuU/l XpaHeHUs,
NMPUMEHEHNA N TPAHCNOPTMPOBAHNA.

Cpok rogHocTn «[lMpoBUpPKK-CTEPUNIBHON [N pa3feNeHUs “KpoBM U MNONMy4veHUs o60ralieHHow
Tpomb6oumTamu nnasmel Dr.PRP» - 3 rogac fatbl U3roTOBAEHUSA, YKa3aHHON Ha yNakoBKe.

He ncnonb3oBatb N0 UCTEYEHUM CPOKA FOAHOCTH.

«MpobUpKy CTEPUNBHYIO A0S Pa3feNeHns KpoBM 1 NonyyeHns ob6oralleHHon Tpom6bounTammn nnasmbl
Dr.PRP» npumMeHAIOT 04HOPa30BO.

He TpebyeTcs CepBUCHOE, ) TEXHNUUYECKOE 06CYXXMBAHUE W) PEMOHT.

CsegeHMsa 06 yTumsauun: [pobupKy CTepunbhyt [N pa3feneHns KpoBM M NONyYeHus
oboraueHHon Tpom6oumMTaMmu nnasmbl Dr.PRP» ¢ HapylweHneM LenoCTHOCTU W/MAWTepMeTUYHOCTH
YKYMOPKW, C UCTEKLUUM €POKOM TOAHOCTU, HE MEeNONb30BaHHYIO NMOC/e BCKPbITUALYMAKOBKM , a TaKXe
MCNONb30BaHHYHO {10 Ha3HAYeHWUIO B COOTBETCTBUM C MHCTPYKLMENA NO NPUMEHEHUIO, YTUIN3NPYIOT
BmecTe fc TBEp|AbWIA® OGbITOBLIMM OTXO4aMM,. B COOTBETCTBMM XO"JOEMU (efepanbHbIMU,
pernoHanbHbIMUA fNPOBUHLMANIbHBIMW N MECTHBIMW 3aKOHaMU 1 npasu)1™
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- PvKoBOAOCTBO AokymeHT Nyt RM-UG-02
R m e d |Ca y A Pepakunsa Ny: Pep. 2
nosib3oBaTesisd Pepakuymnsa ot: 1/2015.03.13
MapKunpoBka

1 Ha kaxayto Kopo6Ky (rpynnoByto ynakoBKY) HaHOCAT ClefytoLLue CBeeHNs:

- Ha3BaHWe M3eNna Y HOMep PerncTpaLyioHHOro yA0CTOBEPeHUS;

- HOMep Mogenu;

- HaVMeHOBaHWe 1 afipec N3roToBUTENS;

- CPOK rOIHOCTM U3Lenus;

- faTa n3rotosneHuns (rod, mecsy);

- HOMep napTuu;

- YCNOBUA XpaHeHus;

- Hagnncb «CTEPUNJIBHOx;

- yKasaHue: «/Icrnonb3osatb 04HOKPaTHO!»:

- NpegynpeanTenbHas Haanues «He caaenmeath!»;

- KO/IMYECTBO NOTPe6UTENbCKNX (MHAMBUAYANTbHBIX) YAKOBOK B KOPOOKE M3 KapTOHa;
- Macca HeTTO U Macca 6pyTTO KOPOOKY;

- Macca HeTTO NOTPeOUTENbCKOM YITAKOBKM.

2 Ha kaxayto noTpebuTensCcKyo(MHAMBMAYANTbHYIO) YNaKOBKY HAHOCAT CrefytoLme CBefeHuns:
- HaUMeHOBaHWe U3LeNna 1 HOMeP PerncTPaumoHHOr0 YA0CTOBEPEHNS;

- HOMep Mojenu;

- HaVIMeHOBaHVe 1 afipec U3roTOBUTENSA W YTMOMHOMOYEHHOIO MPEACTaBUTENS NMPON3BOAUTENS;
- CPOK FOAHOCTM M3[ENNS;

- flaTa U3roToB/ieHuns (ro, Mecau);

- HOMep napTuu;

- YCNOBUSA XpaHeHs;

- Hagnucoe «CTEPUJIBHO»;

- Cnocob cTepunmsaumu;

- YKasaHue: «l1cnonb3eBarb 04HOKPATHO!».

Perucrpanua MU e PocagpaBHanzope
www.nevacert.ru | info@nevacert.ru
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OokymeHT N RM-UG-02

] Rm ed ica PyKOBO'D'CTBO Pepakunsa Ng: Pep’.2

nosib3oBaTtenAd Pepakuus ot:  2015. 03.13

3. Tpvmep MapKUpPOBKU:

YNO/THOMOYEHHBIA M3rotoBuTesb,

npesctabutens: Mpo6upka cTepuibHan ANa pasgesieHna KpoBu BRMEDICA», agpec:

CHOO «<MEANTOHAY, 1 nony4veHus oboralleHHON TpombouuTamm 2-Dong 709-HojGa5an-Dong, IT

appec: Poccust, 125363, . nna3mbl Dr.PRP Castle), 98, Gasan digital 2-ro,

Mockea, yn. CkoHeHckasi, Geumcheon:Gu; Seoul, Korea

f1o0

Howmep maptw; — 1 V' PervcrpauyoHHOE yaoCcTOBepeHme

C02-141218 stehile| B 1 EC |REP Poc3pgpasHag3op3

[arta Bbinycka: Ne

Lekabpb 2014 ) C IJ CS I

XpaHuTb B TEUEHME CPOKa roAHOCTU, B HEAOCTYNHOM A AeTeli UMCTOM, CyXOM,

TEMHOM MeCTe a ynakoBKe npousBoauTens npu temreparype ot +4"Cgo +30“Cun CTEPWIbHO
BNaxHoCcTN 15-80%. M3beratb caasvBaHus. Cpok FOAHOCTM -3 roja ¢ aatbl «CT1I0MIb30BATb OJHOKPATHO!»
W3roTOB/IEHUS], YKa3aHHO Ha YNaKoBKe. «HE OLIAB/IMBATbB!»

He ncnonb3oBarb Mo NCTeveHnn cpoka rogHoCTm

3ABEPUTbL MNEYATBEHO 3ABOJA

Rmedica Co., Ltd

2-:dong 709-ho(Gasan-dong. IT Castle), 98,

Gasan digital 2-ro; Geumcheon-gu. Seoul. Korea

Peructpauns MH B PocagpaBHagzope
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Registered No. 2017-806

NOTARIAL CERTIEICATE

Ki Jun Yoon-

attorney-in-fact of
Seong Ryul Cho-------------
C.E.O of Rmedica Co.; Ltd.

appeared before me and admitted
said principal's .subscription to
the attached ~DECLARATION.

This is hereby attested on this
21st day,of Apr. 2017 at this office.

Name of the office
PARK(CHANG SU NOTARY PUBLIC.OFFICE

Belong to  Seoul Southern
District Prosecutor’s Office

Address of the office
B-201-1, Woolim Lion's Valley, 168,

Gasan digital 1-ro,Geumcheon-gu, Seoul, Korea

Sigmature of theNiotary Public

PARK CHANG SU
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
19, May. 2014 Under Law No0.162.

210mm X 297mm
nA"-8-a1(17) 70g/m’



. nrub lILLE
(Convention de La Haye du 5 octobre 1961) /

1 Country;Rgjublic of Korea

This public document
b hasbeensignedby  park CHANG U
3. actingin the capacityof Notary Public

4. bearsthe seal/stamp of park CHANG SU NOTARY PUBLIC
OFFICE

A
&
L
@
L
©
Certified ,%Q'
5a  geoul 6 21/04/2017 O
©

~  The Ministry of Justice
8-No. XXA2017Z7HQ3D5

9. Seal/ stamp . Signature
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02-878-5200
02-871-4422

HOTAPNAJIbBHOE CBNAETEJ/IbCTBO

Oduc HoTapuyca Flapk HaH Cy

Appec oguca: ‘B-201-1, Bynum JinoHe Benu,;—168, NacaH gmxutan 1-po, FeymueoH-I'y, Ceyn,
Kopes

FeyaTb: Ohuc HoTapuyca Mapk YaH Cy

210 mm X 297 Mm
70r/
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YBEOOMJIEHUNE

Mbl (3asBuTens); Rmedica Co.. Ltd. («Pmegnka Ko.. J1T4.»)
HaCTOAWMM 0hMLMNANBbHO N UCKPEHHE 3asB/ISIEM, YTO:

1 Tllpunaraemble JOKYMEHTHI:
PyKoBOACTBO MO NPUMEHEHUIO MEAULMHCKOIO N3AeNnNA

Mpobupka cTepunbHas [ANa  pasfeieHns KpPoBM U MNOMAYYEHNs  oboralleHHoM
TpombounTamun nnasmbl Dr. PRP

2. [X] 9BndA0TCA [OCTOBEPHbLIMU.

[ ] aBna0TCA TOYHLIM MepPeBOAOM ~TEKCTa, OPUTMHANOM KOTOPOTO fABNSETCA TEKCT Ha

aHTINIACKOM £3blKe, KOTOprI7I TaKXXe ABJIAeTCA AOCTOBEPHLIM.

* [NepeBOA Ha PYCCKWI A3bIK NpunaraeTcs.

Moanuch

Hara: 21.04.2017 r. /nognuncanHo/
CeoHr Pton Yo / Mpe3ngeHT
Rmedica-Co., Ltd. («<Pmeguka Ko., 1T4»)

Perucrpanua MH B PocagpaBHagzope
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02-878-5200
02-871-4422

PernctpaunoHHbiii Ne 2017-806
HOTAPUAJIbHOE CBUWAETE/NBCTBO

Ku UyH KOH, noBepeHHbIn CeoHr Pton Yo, npe3ngeHTa komnaHum Rmedica Co., Ltd. («PmMeguka
Ko., JIT4.»), NMMYHO ABMACA B MO OonrC M NOATBEPAMN MOLMWUCHL YKa3aHHOFO A0BepuTeNns Ha
npunaraemoi AEKNTAPALINN.

HacTtosauwum ygocTtosepsetca 21 anpensd 2017 r. B 4aHHOM ogumce.

Ha3eaHune ofuca
Odwmc HoTapuyca Mapk YaH Cy

B nogumHeHun npokypatypbl KOXXHOEO okpyra ropoga Ceyn

Agpec oguca: B-201-1, Bynum AuoHe Benun, 168, NacaH amxutan 1-po, NeymueoH-T'y, Ceyn,
Kopes

/nognucaHo/
Moanuce HoTapuyca

Mapk Yan Cy
[aHHblli omuc ynonHomo4eH MuHMCTEpCTBOM tocTuLUn, Pecny6nvkn Kopes felicTBOBaTb B
KayecTBe HoTapuyca ¢ 19:mada 2014 r. cornacHo 3akoHy.-Ne' 162.

210 mm<X 297 MM
70r/m”

Perucrpanua MH B PocagpaBHagzope
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Poccuitckaa degepaymsa

Mopog MockBa

[BajuaTb cefbMOro anpesns ABe TbiCAYM CEMHAALATOrO roga

A, Munescknin Bnagnucnas eHHagneBny, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NoAMIMHHOCTbL nognucu nepesogumka KoHosanosa Cepres ["eopruesmnya.

Moanuch caenaHa B MOeEM MPUCYTCTBUMN.

JInyHoCTb NoAnucasLLlero 4OKYMEHT YCTaHOB/EHaA.

3apernctpupoBaHo B peecTpe: Neo

B3bickaHo no Tapudy: 100 pyo6.
YnnayeHo 3a OKasaHue yCnyr npaBoBOro U TEXHUYECKOro xapakKTepa:—

MpolwHypoBaHo, NPOHYMEPO:

Peructpanus MH B Poc3gpaBramsope
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