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1. NAME OF MEDICAL DEVICE

Tube for preparation of autologous plasma enriched with platelets, versions;
1, - Tube for preparation of autologous platelet-rich plasma, 9 ml -10 pcs;

- instructions for use

2. - Tube for preparation of autologous platelet-rich plasma, 12 ml - 9 pcs;

- instructions for use (hereinafter - Medical Device, test tube).

2. INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL
DEVICE

Name: Swiss Plasmabiotech GmbH

Registered office; Chimligasse 5, 8603 Schwerzenbach ZH, Switzerland
Place of production: Chimligasse 5, 8603 Schwerzenbach ZH, Switzerland
Website: https://plasmabiotech.ch/

e-mail: info@plasmabiotech.ch

Tel.:/ Fax: +41 44 548 73 23

3. INFORMATION ON THE AUTHORIZED REPRESENTATIVE OF THE
MEDICAL DEVICE

Limited Liability Company "Intermedix” (LLC "Intermedix™), TIN 1657267860, OGRN
1211600030069 represented by Director Gulnaz Amilevna Sharifullina acting on the basis of the
Charter, legal address: 420108, Republic of Tatarstan, Kazan city, Devyataev st., 9, apt 33.

e-mail: intermedixinfo@gmail.com

Phone: +7 (917) 222-23-27

4, PURPOSE OF THE MEDICAL DEVICE
The medical device consists of a glass tube with a polymer gel and sodium citrate-based
anticoagulant solution. It is intended for blood collection to obtain platelet-rich plasma, after

centrifugation, for autologous use.

Injection of the resulting plasma into the same patient helps stimulate and accelerate

healing of soft and hard tissues, including bone tissue.

Scope of application:

-Dermatology, cosmetology, trichology;
-Gynecology, urology;

-Surgery, traumatology;

-Dentistry;

-Ophthalmology.
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Indications for use:

Indications for use:

Dermatology, cosmetology, trichology

-acne scars;

-melasma

-atrophy of the muscles of the zygomatic area

-augmentation of the periorbital and facial area

-skin reyitalization

-chronic skin diseases (cysts, acne lesions)

-scars of traumatic origin

- androgenic alopecia

Traumatology and surgery

-Early and moderate osteoarthrosis (osteoarthritis) of the knee joint.

-ulcers due to diabetic foot syndrome

-burned tissue

-bleeding ulcers after fistulectomy

-wounds of the lower extremities, including tendon or bone exposure, after
surgery

-osteochondral lesions of the knee joint

-Achilles tendinopathy

-patellar tendinopathy

-lateral epicondylitis

-gluteal tendinopathy

-tendon injuries of yarious origins

-pectoral girdle muscle rupture

-glenoid tear of the acetabular lip

-muscle damage due to physical actiyity

-bone regrowth

-Osteonecrosis of the femur/ femoral head

-bone defects of yarious origins, including pseudotumor lesions
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-pseudarthrosis

-osteochondral lesions

Gynecology and urology

-scleroatrophic lichen planus

-sexual dysfunction in women

Ophthalmology

- ocular epithelial defect

Dentistry

-atrophic bone crest of the upper or lower jaw

5. INFORMATION ON POTENTIAL USERS OF THE MEDICAL DEVICE

Used in medical facilities by qualified medical personnel.

6. FUNCTIONAL CHARACTERISTICS AND PURPOSE OF THE MEDICAL
DEVICE

The medical device is intended for preparation of autologous platelet-rich plasma from
the patient's blood by centrifugation for the purpose of further injection of the obtained plasma to
the same patient for stimulation and acceleration of healing of soft and hard tissues, including bone
tissue.

Product Composition:

No. Name of product Material
component part
1 Anticoagulant (ACD-A)  Aqueous solution of citric acid, sodium citrate, dextrose

(monohydrate)
2 Separation gel Acrylic resin blend
3 Tube Glass
4 Cover Rubber/plastic
Overall dimensions of the Product:
No. Product name Volume, Geometrical dimensions
ml
1 Tube for preparation Height, Diameter, mm
of autologous oml mm
platelet-rich plasma Tube 100£0.5 Internal External
13.20+0.20  15.30+0.14
Cover 1291 13
2 Tube for preparation Tube 125+0.5 Internal External
of autologous 12 ml 13.20+0.20  15.30+0.14
platelet-rich plasma Cover 1201 13
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APPLICATION METHOD

Stage 1. Blood collection

Carefully open the package.

Insert the blood collection system into the pre-treated blood collection site.

Insert the tube into the blood collection holder as far as it will go.

Connect the blood collection system to the holder.

Fill the tube with whole blood.

Remove the tube from the holder.

When blood collection is complete, remove the blood collection system.

If more than one tube needs to be filled at a time, subsequent tubes can be connected to
the same holder without removing the blood collection system from the vein.

Carefully invert the tubes up and down 3 times.

Stage 2. Centrifugation

It is important to ensure that the centrifuge is in an equilibrium position before starting.
To do this, if the number of filled tubes after blood collection is odd, fill the counterbalance tube
with water to visually achieve a volume equal to the volume of gel and blood in the tube.

Place the filled tubes in the centrifuge opposite each other to ensure equilibrium
centrifuge position.

Adjust the centrifugation parameters as follows;
-Time: 5 minutes

-Ratio centrifugation force: 1760 g

-Speed 4000 rpm.

Stage 3. Centrifugation results

In vitro, the clots settle on the gel and the liquid part constitutes autologous platelet-rich
plasma.

Homogenization is performed at the discretion of the treating physician by one of the
following methods:

1. Gently invert the tubes 20 times to achieve resuspension of cell deposits in the
supernatant.

2. To obtain a higher cell concentration: before resuspending platelets, carefully remove
2-3 ml of the top layer of platelet-poor supernatant (PPP) using a long blood transfer needle; then
resuspend cell deposits in the remaining volume by gently inverting the test tubes 20 times.

Ensure that the platelets are completely separated from the gel. Instead ofbeing colorless and clear.
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the plasma may become turbid. If platelet aggregates are present, they should be collected with the
plasma.

Stage 4. Solution collection

Collect plasma as supernatant inside the tube using a syringe fitted with a long needle for
blood transfer.

Stage 5. Administration of platelet-rich plasma

The method and dose of administration of platelet-rich plasma obtained is determined by
the attending physician.

The platelet content directly depends on the platelet concentration in the patient's blood.
Functional/technical characteristics of the product:

Sterility Sterile
Airtightness Airtight
pH of anticoagulant 5.0-6.0
Color of anticoagulant Colorless, transparent
Physical state of the gel Pasty
Gel color Milky white

7. PRECAUTIONS

Read the instruction before use.

The product is fully operational and requires no additional preparation before use.

Use the product only for its intended purpose.

All manipulations should be carried out with rubber gloves.

Check the appearance of the product before use.

Do not use the product in the following cases:

- the individual packaging is damaged or opened;

- the product is damaged;

- expired;

- Do not re-sterilize.

- Do not reuse.

- Do not use in combination with chemical and laser peels.

During the activation steps, be careful to prevent bacterial contamination of the blood
component. Therefore, it is recommended that the tube be used in a sterile environment or in

accordance with hygiene or cleaning criteria that are generally established by good clinical practice
for the point of care.
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When centrifuging, follow the operating instructions for the centrifuge. Centrifugation
forces in excess 02200 g may result in product failure and less than 1500 g may result in incorrect
separation of blood.

The procedure for using autologous platelet-rich plasma is safe and effective.

Contraindications:

Absolute contraindications:

Patients with inherited or acquired hematologic/coagulation disorders such as:

-thrombocytopenia;

-blood-clotting disorders;

-sickle cell anemia;

-hematoporphyria;

-patients suffering from: serious metabolic or systemic diseases; generalized blood
poisoning or acute infection.

Relative contraindications:

-malignant neoplasms, in particular those affecting the blood or bones, the process of
metastasis;

- autoimmune diseases (Hashimoto's thyroiditis, rheumatoid arthritis, systemic lupus
erythematosus, discoid lupus erythematosus);

- patients who have taken aspirin or other medications within 3 days that may alter platelet
function (Plavix, Omega 3, vitamin C);

- recent fever or illness;

- anemia (hemoglobin <10 g/dL);

- platelet count less than 100,000/pL;

Contraindications also include:

- allergy to anticoagulants;

- corticosteriod injections less than 14 days prior to the procedure;

- immunosuppressive state;

- mental disorders;

- hypofibrinogenemia;

- hemodynamic instability;

- exacerbations of chronic diseases;

- lactation; pregnancy.

Possible side effects:

Possible side effects associated with the venipuncture procedure are:

-damage to blood vessels;
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-hematoma;

-nerve damage possible if procedure protocol is not followed:;

- secondary infection may occur if procedure protocol is not followed.

Possible side effects associated with the administration of platelet-rich plasma.

- When used in Dermatology and Cosmetology possible: temporary redness, hematoma
formation, in some cases a burning sensation and passing pain in the area of injection, temporary
swelling in the area of injection;

-Application in Gynecology and Urology possible: mild to moderate pain for 24 hours
after injection (in the treatment of scleroatrophic lichen and sexual dysfunction in women),

- When used in Traumatology and Surgery: temporary localized pain (with peritendinous
or intratendinous injection) is possible.

-Application in Dentistry possible: mild to moderate pain during the postoperative day,
local wound complication, diffuse hematoma ofthe lowerjaw and neck (in the treatment oftrophic
bone crest of the upper and lower jaw)

-When used in Trichology in rare cases possible: headache (when injected into the scalp,
in the treatment of alopecia)

- Ifthe protocol of the procedure is violated, secondary infection is possible.

8. A DESCRIPTION OF ACCESSORIES, MEDICAL DEVICES, OR NON
MEDICAL DEVICES INTENDED FOR USE IN COMBINATION WITH A MEDICAL
DEVICE.

The tube is used in combination with the following products (not included in the delivery
set) registered in the prescribed form in the territory of the Russian Federation:

Product Type code  Requirements

Blood collection system 144150 The blood collection needle included in the
system shall have a gauge of at least 21G

Blood collection tube holder 144120 Availability of Luer connector

Centrifuge 260430 Capable of 1760g or 4000 rpm centrifugation
with angled or.tilted rotor

Long needle for blood transfer 145400 Length 80 to 90 mm, gauge 16to 19 G

Syringe 260600 Volume from 1 ml. Availability of Luer
connector

9. THE MEDICAL DEVICE DOES NOT CONTAIN DRUGS, MATERIALS OF
ANIMAL OR HUMAN ORIGIN
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10. THE PRODUCT IS INTENDED FOR SINGLE USE, NOT SUBJECT TO

CLEANING, DISINFECTION, MAINTENANCE, REPAIR, CALIBRATION,
INSTALLATION, ADJUSTMENT.

11. STERILIZED, Medical sterilization is done with dry heat.
Do not re-sterilize.

Do not use if the packaging is damaged.

Do not use after expiration date.

12. SYMBOLS ON CONSUMER AND TRANSPORT PACKAGING LABELS
INDICATE THE FOLLOWING:

- "Batch code";
LOT

- "Date of manufacture";
|w fj

- "Use before";

- "Manufacturer"

- "Catalog number"
REF

\a - "Refer to instructions for use."

- "Prohibition of reuse."
- "CE with number of inspecting agency."

- "Sterilization with steam or dry heat."
STERUJ

- "Do not re-sterilize."
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- "Do not expose to sunlight.”

- "Do not use if the packaging is damaged and refer to the instructions
for use";

(8)

-"Do not allow exposure to moisture™;

13. INSTRUCTIONS FOR OPERATION, TRANSPORTATION AND STORAGE

The product during operation should be resistant to climatic factors.

Transportation conditions - at temperature not lower than 5°C and not higher than plus
30°C, relative humidity not more than 75%.

Storage conditions - at temperature not lower than 5 °C and not higher than plus 30 °C,
relative air humidity not more than 75 %.

14. MANUFACTURER’S GUARANTEES

The manufacturer guarantees conformity of the products to the requirements of the
technical file ifthe consumer complies with the conditions of transportation, storage and operation.

Warranty period - 3 years from the date of sterilization under observance of storage
conditions and package integrity.

15. PROCEDURE AND CONDITIONS OF UTILIZATION OR DESTRUCTION
OF THE MEDICAL DEVICE.

Disposal is carried out in accordance with locally applicable legal requirements in the
country of sale.

After intended use, the product is classified as Class B waste according to the hazard
classification and disposed of in accordance with SanPiN 2,1.3684-21.

Packaging materials and the product, if the integrity of the packaging is broken, as well
as the product with expired shelf life shall be classified as Class A waste according to the hazard
classification and disposed of in accordance with SanPiN 2.1.3684-21.

16. LIST OF NATIONAL STANDARDS APPLIED BY THE MEDICAL DEVICE
MANUFACTURER

Designation Name

10
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GOST R 1SO 20857-
2016

GOST R ISO 15223-1-
2023
GOST ISO 11607-1-
2018

GOST ISO 11607-2-
2018

GOST ISO 6710-2011
GOST 31508-2012

GOST ISO 14971-

2021
GOST ISO  13485-
2017
GOST 1SO 10993-1-
2021
GOST ISO 10993-2-
2009
GOST ISO 10993-5-
2011
GOST ISO 10993-10-
2011
GOST 1SO 10993-11-
2021
GOST 1SO 10993-12-
2015

GOST P 52770-2016

SanPiN 2.1.3684-21
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Sterilization of medical products. Hot air. Requirements for the
development, validation and ongoing control of the sterilization
process of medical devices

Medical devices. Symbols used to transfer information provided by
the manufacturer. Part 1. Basic requirements

Packaging for medical devices subject to final sterilization. Part 1
Requirements for materials, sterilization barrier systems and
packaging systems

Packaging for medical devices subject to final sterilization. Part 2.
Requirements for validation of forming, sealing and assembly
processes

Single-use containers for collection of venous blood samples

Medical devices. Classification depending on the potential risk of use.

General requirements

Medical devices. Application of risk management to medical devices

Medical devices. Quality management systems. Requirements for
regulatory purposes.

Medical devices. Evaluation of biological effects of medical devices.
Part 1 Evaluation and research

Medical devices. Evaluation of biological effects of medical devices.
Part 2. Requirements for the handling of animals

Medical devices. Evaluation of biological effects of medical devices.
Part 5. Cytotoxicity studies: In vitro methods

Medical devices. Evaluation of biological effects of medical devices.
Part 10. Studies of irritant and sensitizing effects

Medical devices. Evaluation of biological effects of medical devices.
Part 11. Studies of general toxic effects

Medical devices. Evaluation of biological effects of medical devices.
Part 12. Sample preparation and control samples

Medical devices. Safety requirements. Methods of sanitary-chemical
and toxicological tests

On approval of sanitary rules and norms SanPiN 2.1.3684-21

"Sanitary and epidemiological requirements for the maintenance of the

11



territories of urban and rural settlements, water bodies, drinking water
and drinking water supply, atmospheric air, soil, living quarters,
operation of industrial, public premises, organization and conduct of

sanitary and antiepidemic (preventive) measures

17. INFORMATION ON THE NECESSITY TO INFORM THE AUTHORIZED
REPRESENTATIVE ABOUT UNDESIRABLE EVENTS THAT HAVE THE SIGNS OF
AN ADVERSE EVENT (INCIDENT).

Claims and information about undesirable events that have signs of an adverse event
(incident), as well as complaints in accordance with the established procedure shall be submitted
to the address; 420108, Republic of Tatarstan, Kazan city, Devyataev st., 9, apt 33.

e-mail: intermedixinfo@gmail.com

Phone:+7 (917) 222-23-27

12
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MHCTPYKUWNA no NMPUMEHEHNIO

MEAMLIMHCKOIO UN3AE/NSA

MPOBP1PKA AN MPUTOTOBNEHNA AYTOIOMMYHOWN NNA3MBI,
OBOrALLEHHO TPOMEOLIUTAMI
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OduumanbHoe CBUAETENbCTBOBAHUE
MOA/MHHOCTU NPeACTOALLE NoANMCK, NOCTABNEHHOI B HalLeM NPUCYTCTBUN

rocnoguHom Xaun Mxcan MATYbIH, rpaxaannH LLseiiuapun B LLiBepLeH6ax
(3apernctpupoBaH B TOProBoM peecTpe B KavecTBe rpakaaHuHa LLiseuun), B LLIBepLeH6ax,
NIMYHOCTb KOTOPOr0 YCTaHOB/IEHA HA OCHOBaHWUW YA0CTOBEPEHNSA NMMYHOCTY FpaXKaaHHa
LLiBeruapun (KOK84J12),

BHECEHHbIM B TOProBbIii peecTp KaHTOHa LItopux B KauecTBe NapTHepa W YNpaB/stoLLIEro C
MpaBoM MHAMBUAYANbHOW NOANMCK OT ML KOMMNaHMM

Csucc Mnasmabuotex MM6X, KOMMaHWKN C OrpaHNYEHHOI OTBETCTBEHHOCTLHO C rO/I0BHbIM
otmcom B LLIBepueHGax.

MpoBepKa TOProBoro peectpa Gblfa NPoBeAeHa HeNOCPeACTBEHHO nepes ohuLMabHbIM
CBM/ETENbCTBOBAHNEM MYTEM MHTEPHET-3aMpoca.

[laHHas neranm3sauuns KacaeTcst TONIbKO NOA/IMHHOCTM MOAMUCK, HO He COflepXKaHNUs Un
[eNCTBNTENbHOCTM [JOKYMEHTA.

Yctep, 23 anpens 2024r. / nf HOTAPNANIbHAA KOHTOPA
YUETHbIN HOMEP HOTapUanbHOIO 3aBEpPEHMS: I YCTEP

A722 (nognucs)

MownmHa 30.00 wBeliuapcknx paHKoB CoHa Kntor, Bpro HoTapuyca
MNeyaThb:

KaHToH Lltopux,
HoTapuanbHaa KoHTopa r. Ycrep,
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1. HAMMEHOBAHVE MEANLIMHCKOIO U3OENTNA

Mpobupka Ans NPUroToBNEHNS ayTONOMMUYHONM Maa3Mbl, 060raleHHO TpoMboLmTamu,
BapuaHTbl UCMOTHEHNS:

1 - Tlpobupka [nNd NPUroTOBNEHUA ayTO/IOTMYHOM NNa3Mbl, 06OraLleHHOM
TpomboumTamm, 9 mn - 10 wr;

- NIHCTPYKUMS MO NPUMEHEHWIO

2. - [pobupka [na NPUroTOBNEHWS ayTOMOMMYHOM  Mnas3mbl, 0O6OralleHHO
TpomboumTamu, 12 mn - 9 wWr;

- NIHCTPYKUMS N0 NPUMEHeHMIO (fanee- V3genvie MeAnLMHCKOE, NPoBUpKa).

2. CBEAEHWA O NMPOMN3BOONTENE MEAVNUNHCKOIO N34EJTNA

HanmeHoBaHue: Ceucc Mnasmabuotex MmoX (Swiss Plasmabiotech GmbH)

FOpuanuecknin  agpec: Chimligasse 5, 8603 Schwerzenbach ZH, Switzerland
(LWBeruapws)

Mecto npomussogactea: Chimligasse 5, 8603 Schwerzenbach ZH, Switzerland
(LLIeiuapws)

Be6-cainT: https://plasmabiotech.ch/

AnekTpoHHasa nouTta: info@plasmabiotech.ch

Ten./dpakc: +41 44 548 73 23

3. CBEOEHWNA Ob YMNO/IHOMOYEHHOM MPEOCTABUTEJIE
MEANLMHCKOIO N3AENNA

OO6LEeCTBO  C  OrpaHMYEHHON  OTBETCTBEHHOCTbIO  «UHTepmeamke» (OO0
«NHTEpMenKe»), MHH 1657267860, OM'PH 1211600030069 B nnue anpekTopa LLlapudgynnmHoi
l'ynbHa3 AMUNEBHbI, [EACTBYHOLLIEA Ha OCHOBaHWM YCTaBa, topuamuyeckuin agpec: 420108,
Pecnybnuka TatapcTaH, I'.O. ropog KasaHb, r.KasaHs, yn. [eBstaesa, 4.9, kB.33,

AneKTpoHHasa nouTta: intermedixinfo@gmail.com

Ten.:+7 (917) 222-23-27

4, HASHAYHEHVE MEONUNHCKOIO N3OETNA

MeaMUMHCKOe n3fenvie COCTOUT M3 CTEKNSHHOM NPOBUPKM C MOMMMEPHBIM Tefiem W
PacTBOPOM aHTMKOArynsHTa Ha OCHOBE LMTpaTa HaTpusi, NpeAHa3HayeHo ans 3abopa KpoBwW C
Lenbio MoNyYeHuss 06OralleHHOM TpomGouuTamMK MnasMbl, MOCMe LEHTPUYrmpoBaHus, anis
ayTONOrMYHOIO UCMONb30BaHMS.

NHbeKUMIM NONyYeHHOW NnasMbl TOMY e MauyeHTy CnocOo6CTBYHOT CTUMYMSLMN W

YCKOPEHUIO 3a0KNBJTIEHNA MATKNX U TBEPAbIX TKaHel, BKHoYas KOCTHYH TKaHb.
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O6/1acTb NPUMEHEHNS:

-[epmaTonorus, KOCMeTO/Oor s, TPUXOOrUs;

-MHekonorus, yponorus;

-Xupyprus, TpaBmaTosnorus;

-CTomaTonorus;

-Ohransmonorus.

Moka3aHWA K MPUMEHEHNIO:

lMoKa3aHUsA K MPUMEHEHWIO:

[Jepmaronorus, KOCMeToN0rns, TPUXonorus

-MocTtyrpe.ble pyoLbI

-Menasma

-aTpous MbILLL, CKY/T0BOM 30HbI

-ayrMeHTaLMs OKONOrNasHWYHOW U NNLEBOI 061acTu

-peBUTANINZALUSA KOXM

-XPOHUYeCcKue 3a60/1eBaHNA KOXM (KACTbI, YrpeBble NopaXKeHus)

-LLIpambl TPaBMaTUYECKOr 0 MPOUCXOXAEHUA

- aHApOreHHas anoneyus

TpaBmatonorma n xmpyprus

-PaHHUIA 1 cpefiHelt THKECTN 0CTe0apTPo3 (0CTE0apTPUT) KOIEHHOIO CycTaBa

-A3Bbl, 00YC/IOBNEHHbIE CUHAPOMOM ANabeTUYeCKOn CTONbI

-000XOKEHHbIE TKaHU

-KpoBOTOUaLLMe A3Bbl MOC/E (PUCTYNIKTOMUM

-paHbl HWKHUX KOHEYHOCTEN, BK/IKOYAs OOHAXKEHWE CYXOXWAWIA WAN KOCTW, Mocne
XUPYPruyeckon onepaumm

-0CTEOXOH/Apa/IbHble NOPAXXEHWNS KOIEHHOr 0 CycTaBa

-axunsiecosa TeHAMHOMATUSA

-naTennsipHas TeHAMHoNaTus

-natepaibHblil SNUKOHANINT

-rNoTeasIbHas TeHAMHOMATUSA

-MOBPEXAEHNSA CYXOXMUNI Pa3IMYHOI0 NPOUCXOXAEHMS

- pa3pbIB MbILLLbI NIEYEBOr0 Mosica

-INIEHOVAHBIN pa3pbIB BEPTNY>KHOM yObl

-MOBPEeX/eHVe MbILLL, BCNEACTBUE (PU3NYECKOIN Harpy3Ku

-HecpacTaHue KocTei

-0CTEOHEKPO3 6efIpeHHON KOCTW/TONMOBKN 6eAPEHHON KOCTH

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



-KOCTHbIE ,U,E(*)eKTbI pasnM4yHoro npouncxoxxgeHns, BK/IKOYad MCeBAoonyxosiesble

MOpaXXeHMs
-NceB40apTpo3
-0CTEOXOHAPa/IbHbIE NOPAXKEHUS
"MHeKonorvns 1 yponorus
-CKNepoaTpohnyecKnin IMXeH
-CeKcyaslbHasA AUCHYHKUNS Y YKEHLLMH
Odranbmonorus
- OKYNSAPHbINA 3NUTEeNNa/IbHbLIN JedeKT
Crtomaronorus
-aTPOhMYECKMIN KOCTHbIN rpebeHb BEPXHEN MW HUXKHEN YeNHoCTy
5. NMHPOPMALINA O MOTEHUWMAJIbHbIX MOTPEBEUTENAX

MEJNUMHCKOIO N3AEJTNA
MpUMEHSIETCS B MEAULMHCKUX YUPEXAEHUSX KBaM(MULMPOBAHHBIM MEeAULIMHCKUM

MepCOHa/IOM.
6. PYHKUMNOHAJIbHBLIE XAPAKTEPUCTUKMN N  HA3SHAUEHUWE

MEANUMHCKOIO N3OENNA

N3pgenve MeguUMHCKOE NpeAHa3HayeHo An1si NPUroTOBNEHMS ayTOMOMMYHON MNnasmbl,
oboraleHHOM TpoM6OUMTaMK, M3 KPOBWM MauueHTa MEeTOLOM LEeHTPU(YrMpoBaHUs C Lebio
[aNbHEALWER MHBEKLMM MONYYEHHON M1a3Mbl TOMY XXe NauueHTy AN CTUMYNALUNA U YCKOPEHWNS
32KMB/IEHNSA MATKUX W TBEPAbIX TKAHEW, BKNOYaA KOCTHYHO TKaHb.

CocTaB n3fenus:

No HaumeHOBaHWe COCTaBHOIA Martepnan
YyacTn n3genus
1  AHTuKoarynsHT (ACD-A)  BofHbIn pacTBOP IMMOHHOW KWUCMOTbI, HATPUA LUTpaTa,

[eKCTPo3bl (MOHOTMApAT)

2 Pa3fenuTenbHbIi refb CMecCb aKpWIoBbIX CMOS
3 Mpobupka Crekno
4 KpbliLka Pe3nHa/lnacTuk

rabapuTHble pa3mepbl U3AENNS:

Ne HavmeHoBaHne O6bewm, ["eomeTpryeckme pasmepbl
n3genve M
1 Mpobuvpka ons BbicoTa, dnameTp, Mm
NPUroToB/EHUA 9wmn MM
ayTONOrMYHOIA Mpobupka  100+0,5 BHyTpeHHWIA  BHelHWi
rnasmbl, 13,20+0,20  15,300,14
oboratleHHo
TpOMBOLMTaMY KpbiLwKa 12,91 13
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2 Mpobuvpka gna Mpobupka  125+0,5 ~ BHyTpeHHUA  BHellHW
NPUrOTOBNEHNS 12 mn 13,20+0,20  15,30+0,14

ayToNI0rMYHOM
- Kpbiwka 12,91 1)

oboratleHHo
TpombouuTamu

Cnocob NMPMMEHEHWNA

Atan 1 3abop Kposm

AKKYpaTHO OTKpPbITb YNaKOBKY.

BeecTn cuctemy ans 3abopa Kposu B npenaputesibHO 06paboTaHHOe MecTo 3abopa
KpOBW.

BcTaButh NpobupkKy B AepxkaTenb 415 3abopa KPoBW A0 yrnopa.

CoeanHuTb cucTemy A1 3abopa KpoBW C LepXKaTesiem.

3anonH1Tb NPOBUPKY LieNTbHOIN KPOBbHO.

3Bneyb NpoburpKy 13 aepxarens.

Mocne oKoHYaHUA c6opa KPoBY, 13B/EYL CUCTEMY 3a60pa KPOBU.

Ecnv Heo6xo4MMo 3anonHuTb 60s1ee 04HOW NPOBUPKY eAMHOBPEMEHHO, MOCNeLyHoLLme
MPOBMPKN MOXHO NOACOEAUHUTL K TOMY XKe fiepXaTento, He U3B/ieKas cuctemy Ans 3abopa Kposu
3 BEHbI.

AKKYypaTHO MepeBepHyTb NPOOUPKM BBEPX-BHU3 3 pasa.

Jtan 2. LieHTpudyrrposaHme

BaxxHo 06ecrneynTb paBHOBECHOE MONIOXKEHWE LIEHTPURYTY nepes, 3anyckoMm. [ 3toro,
€C/X KOMIMYECTBO 3aro/IHEHHbIX MPOOMPOK nocsie coopa KPoBK ABSETCA HEYETHbIM, HE0OX0AUMO
3aMnoNHUTL MPOGMPKY-NPOTUBOBEC BOLOW [ANA BW3YaslbHOTO [OCTMXKEHUS 00bema, paBHOro
06beMyY rens 1 KPoBu B NPOGUPKE.

YCTaHOBUTb 3aro/iHEHHble MPOOMPKM B LEHTpUQYry HanpoTve Apyr gpyra ans
obecneyeHns paBHOBECHOIO MOJIOXEHUSA LIEHTpUQYT.

OTperynmpoBatb napameTpbl LEHTPUYIMPOBaHWS CNeLyoLmM 06pa3om:

-Bpemsa: 5 MuHyT

-OTHOCHTeNbHasA cuna LeHTpudyrmposaHus: 1760 g

-CkopocTtb 4000 06./MUH.

J1an 3. Pe3ynbTaThbl LEHTPUGYrMpoBaHNs

B npobupke Cryctkv ocefaloT Ha refe, a XWuaKas 4yacTb COCTaBNSieT ayTONOTUYHYHO
nnasmy, oboraileHHyt TpomboLMTamu.

["lOMOoreHu3aLms NpPoBOAUTCA HA YCMOTPEHME flevallero Bpaya O4HWM U3 Cnegyrowmnx

METO/0B:
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1 AKKypaTHO nepeBepHYTb Npobupkn 20 pas, 4TOObl [0OMTLCA MOBTOPHOrO
CYCMEH3MPOBaHUA KNETOUYHBIX OT/IOXEHWIA B HAA0CAA0YHON XXNAKOCTU.

2. Ona nonyyeHns 605ee BbICOKOW KNETOUYHOW KOHLEHTpaLUWmW: nepep BbIMNOSHEHWEM
MOBTOPHOIO CYCMeH3MpOBaHUA TPOMOOLMTOB akKypaTHO YAanuTb 2-3 M BEpPXHero cos
Haf0Caf0uyHOM XNAKOCTA C HU3KMM cofepXaHnem Tpomb6ounTtos (PPP) ¢ MOMOLLbH0 A/IMHHOM
UrMbl NS MepeHoca KPOBW; 3aTeM BbIMOMIHUTL MOBTOPHOE CYCMEH3MPOBaHWE K/IETOUHBIX
OT/IOXKEHWIA B OCTaBLLUEMCSI 06bEME, aKKYpaTHO nepeBopadrBas npobupku 20 pas. Y6eauTbes, YTo
TPOMOOLMTbI NOMHOCTLIO OTAENEHbI OT refif. BmecTo 6ecLBETHOM M NPO3paYHOI Nnasma MOXeT
cTaTb MyTHOW. B cnyyae Hanmums arperatoB TPOMOOLMTOB, OHM AO/MKHbI 6bITb COBPaHbI BMECTE
C Nnia3mom.

Jrtan 4. C6op pacTBopa

3abpaTb Nnasmy B BUAE HaA0CaA0UHOM XUAKOCTU BHYTPU NPOGUPKN C MCNOb30BaHMEM
LUNPMLA, OCHALLEHHOIO AMHHOW UI0N A1 NepeHoca KPoBMW.

3r1an 5. BBegeHWe nnasmbl, 060ratleHHo TpombouuTamm

Cnoco6 1 pao3a BBeAEHWS MOMYYEHHOM MnasMbl, 060ralleHHO TpPoM6OLUMTaMK
OnpefensaTCs evallium BpayomM.

Cofep>xaHvie TpPOMOGOLUMTOB NPSIMO 3aBUCUT OT KOHLEHTpaumMm TpOMO0OLMUTOB B KPOBU
nauueHTa.

(DyHKLIMOHafIbeIe/ TEXHNYECKNE XapPaKTEPUCTUKN U3OENNA:

CTtepunbHOCTb CrepunbHo
["epmeTUYHOCTb "epMeTNYHO
pH aHTUKoarynsHTa 5,0- 6,0
LIBeT aHTUKOarynaHTa BecLBeTHbIN, NPO3paYyHbIit
Pur3nyecKoe CoCTOsHNE rens MacToobpasHas
LiBeT rens Mono4Ho-6enblin

7. MEPbI NMPEAOCTOPOXHOCTWU

Mepea UCNOb30BaHMEM 03HAKOMBTECH C MHCTPYKLMER MO MPUMEHEHMIO.

WN3pennsi MOMHOCTbIO TOTOBbI K paboTe M AOMOMHUTENbHOM MOArOTOBKM Nepes
CMO/Mb30BaHMEM He TPebyHoT.

MpUMeHSTb M3Aene TOMbKO MO Ha3HAYeHWHO.

Bce MaHVNynsuum NpoBoAuTL B PE3VHOBbLIX MepyaTKax.

Mepes NpYMeHeHeM NPOBEPbTE BHELLHWIA BU/, U3aenus.

3anpeLlaeTcs NPUMEHSTb U3eNns B CReayoLLyX Cnydasx:
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- NOBPEeX/eHa NN OTKPbITa UHAMBUAYaNbHASA YNAaKOBKa;

- 06HapY>KeHO NOBPEXEHNEe N3LeNNS;

- ICTEK CpOKa rogHoCTw.

He nozgeprarite MOBTOPHOW CTEPUIN3ALNN.

He ncnonb3yitte NOBTOPHO.

He NprvMeHATb B COYETAHNM C XMUMWYECKMM Y 1a3ePHBIM MUIMHIaMW.

Ha atanax aktusauuwm OynbTe OCTOPOXHbI, YTOObI NpPefoTBpaTUTL bGakTepuaibHOe
3arpsasHeHne KOMMOHEHTa KPoBu. 03ToMy pekoMeHAyeTCsl, YTO6bl NPo6MpKa NCNob3oBanach B
CTEPUNLHON Cpeje UN B COOTBETCTBUM C KPUTEPUAMU TUTUEHBI UM OYUCTKK, KOTOPbIE 0ObIYHO
yCTaHaBNMBAKOTCA HaAMNEXallen KIMHUYECKOW NPaKTUKON ANst MyHKTa OKasaHMsi MeAWLMHCKOM
MOMOLLM.

Mpn UEeHTPUQYrMpoBaHUN CNeayinTe MHCTPYKUMMA MO 3KCMyaTauuy Ha LEeHTpUgyry.
Cuna ueHTpugyrnposaHus cabile 2200 g MOXKET NPUBECTU K MOIOMKe U3fenvs, a MeHee 1500 g
MOXET NMPUBECTU K HEKOPPEKTHOMY pa3feNleHnIo KPOoBW.

Mpouenypa MCMOMb30BaHUA ayTOMOrMYHON Mna3Mbl, OboralleHHoOW TpombGouuTamm
ABNseTCs 6e30MacHOM M 3PHEKTUBHONA.

MpoTrBOMOKa3aHUA:

AGCMOTHbIE NPOTUBOMOKA3aHUS:

MayueHTbl C HacneACTBEHHbIMM nnm nprobpeTeHHbIMU
remaroorMyecKMMmn/KoarynsLmoHHbIMM 3a00/1eBaHNAMU, TAKUMU KaK:

-TPOMO6OUMTONEHNS;

- HapyLLIEHWNSA CBEPTLIBAEMOCTUN KPOBY;

-CEpPNOBMAHO-K/ETOYHASA aHEMMS;

-nopmpus;

-MauyeHTbl, CTpafjarolpe: CepbesHbIMM  MEeTabo/IMYeCKUMU WA CUCTEMHBLIMM
360/1eBaHMAMU; 0OLLMM 3paXKEHNEM KPOBW WM OCTPOI MH(EKLMN.

OTHOCUTE/IbHbIE MPOTMBOMOKA3aHUA:

-3/10KaYECTBEHHbIE HOBOOOPA30BaHWA, B YaCTHOCTK, 3aTparuearoLLie KpoBb WU KOCTH,
MpoLecc MeTacTasnpoBaHus;

- ayTOMMyHHble 3abofieBaHus (TUpeoManT XawwyMoTO, PeBMaTOMAHBIA  apTpuT,
CUCTEMHas KpacHas BO/IYaHKa, AUCKOMAHAsA 3puTeMaTo3Has BOTYaHKa);

- MaumeHTbl, NPUHUMaBLLME B TeyeHue 3 [HEeR acrnvpuH WUan Apyrve NeKapCcTBEHHbIE
rnpenapartbl, KOTOpble MOryT MeHATb (PYHKLMIO0 TpombouuTos (Mnasvke, Omera 3, ButamuH C);

- HefJaBHWe Inxopajgka unu 3aboneBaHns;

- aHemus (remornobuH <10 r/an);
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- KO/IMYeCTBO TpoMboLMTOB MeHee 100 000/mKn;

Takxe K MpoTMBOMNOKa3aHNAM OTHOCATCS:

- a/IN1ePrus K aHTUKoarynsaHTam,

- MIHBEKLMW KOPTUKOCTEPUOLOB MeHee YeM 3a 14 fiHell [o npoLuesypbl;

- UMMYHOZENPECCUBHOE COCTOSHUE;

- HapyLLEHNSA MCUXNKU;

- TMNONBPUHOreHeMus;

- reMoAMHaMMyecKas HeCTabWbHOCTb;

- 060CTPEHMS XPOHMYECKMX 3a601EBAHNI;

- NlaKTaums; 6epeMeHHOCTb.

Bo3MoXHble N060YHbIE 3(I(EKTbI:

Bo3MOXHble NO60YHbIe 3(I(eKTbI, CBA3aHHbIE C NMPOLEAYPO BEHEMYHKLMN:

-MOBPEeXAeHNE KPOBEHOCHbLIX COCYOB;

-reMaToma,;

-Npn HapyLLeHUW NPOTOKO/Ia NPOBEAEHUS NPOLEAYPbl BO3MOXHO NOBPEX/AeHNe HEpPBa;

-MPV  HapyLleHUM NPOTOKO/Ma MPOBEAEHWUA MPOLeaypbl BO3MOXHO BTOPUYHOE
NH(ULMPOBaHWe.

Bo3MOXHble MO60YHblE 3(M(EKTLI, CBA3AHHbIE C BBELEHMEM M/1a3Mbl 060ralleHHOw
Tpomb6oLuTamu.

- Mpn npumeHeHun B [epmatonornn u KOCMETONOTMM BO3MOXHO: BPEMEHHOE
MOKpacHeHWe, 06pa30BaHVWE TreMaTOMbl, B HEKOTOPbIX CAy4asX OLLYLIEHUe MOKEHUS W
npoxogswine 6onesble OLWyLleHWs B 06/1aCTU BBEEHWS, BPEMEHHAas OTEYHOCTb B 06/1aCTU
BBeAeHNS;

-Mpun npyMeHeHUN B MMHEKONOrMKN 1 Y POJIOrn BO3MOXHO: cnabas 1 ymepeHHas 60/1b B
TeyeHve 24 4acoB Moc/e UHBEKLMIA (NPY IYEHUN CKNepoaTpOpUUECKOr0 SINXEHA U CEKCYaTbHOM
ANCHYHKUNN Y YKEHLLMH),

- [pn npumeHeHMM B TpaBMaTonorun n Xvpypruv Bo3MOXKHO: BPeMeHHas SIoKa/lbHas
60/1b (NP OKOMOCYXOXWUIBHOM W BHYTPUCYXOXN/TbHOM BBELEHUN)

-Mpwn nprmeHeHny B CTOMATOMOMMK BO3MOXHO: Cnabas U ymepeHHas 60/b B TeyeHue
MOCNeonepaLoHHOro [AHs, /0KaibHOE OC/IOXHEHME paHbl, AU(y3Has remMaToMa HUKHENR
YeNHCTU 1 LWen (NpY NeYeHn TPOPUYECKOro KOCTHOFO rpebHs BEPXHENR N HUXKHER YentoCTu)

-Mpn NpuMeHeHUK B TPUXOMOTNM B PEAKUX CyYasix BO3MOXHO: ronoBHas 60s1b (npu
WNHBEKLMN B KOXY FO/IOBbI, NMPY SIEYEHN a/ioneLLmin)

- TMpv HapylleHUM NPOTOKONA MpOBeAeHMs MNpoLeaypbl BO3MOXHO BTOPUYHOE

NH(UUMpPOBaHKE.
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8. OMUCAHWE MPUHALIEXXHOCTEW, MEANLUMVHCKNX U3AEANIA WAL
N3OEANA, HE ABMAIOLWMXCA MEANLIMHCKUMW, HO MPEAYCMOTPEHHbIX
AnAa NCnoJsib3B0OBAHMNA B KOMBHAL I C MEVNLIMHCKUM N3AETVEM

Mpobupka UCNosnb3yeTcs B KOMOMHALMU CO CeLyroWwyMA n3fenmaMmn (He BXOLAT B
KOMIM/IEKT NOCTaBKM), 3aperncTpypoBaHHbIMI B YCTAHOBNEHHOW (hopMe Ha TeppuTopun P®;

W3penve KogBnga  Tpeb6oBaHus

Cuctema ans 3a6opa Kposm 144150 Wrna ans 3abopa KpoBK, BXOAsLLAs B CUCTEMY,
[O/MKHA UMEeTb Kannbp He meHee 21G

Oepxatens  npobupkn  ana 144120 Hannume KoHHekTOpa TUna «Jlyep»

3abopa KpoBu

LleHTpudyra 260430 B0O3MOXHOCTb LieHTpugyrnposaHuna 1760g nnm
ckopoctbto 4000 06/MWUH C YrnoBbIM WK

HaK/MOHHbIM POTOPOM

[OnvHHas wrna gna nepeHoca 145400 [nvina ot 80 go 90 mm, kanmbp ot 16 o 19 G

KpoBu

LWnpuy, 260600 O6bem oT 1 mn. Hanmume KOHHeKTOpa Tuna
«Jlyep»

9. MEAVMUMHCKOE W3OE/IME HE COAEPXWUT JNEKAPCTBEHHbIX
CPEACTHB, MATEPVAIOB XXMBOTHOIO N UE/TOBEYECKOIO
MPONCXOXOEHNA

10. N3AENME NPEAHA3SHAYEHO ANnA OAHOKPATHOIO MPUMEHEHWSA,
HE MNOANEXINT OUNCTKE, OESVHPEKLUNI, TEXHNYECKOMY
OBCNYXNBAHUNKO, PEMOHTY, KAJIMBPOBKE, MOHTAXY, HATALKE.

nN. CTEPNJIbHO. Ctepunnsaumsa MeULUHCKOrO NPON3BOAUTCSA CYXMM TEMJIOM.

He cTepunnsoBaTb NOBTOPHO.

He ncnonb3oBath B C/ly4ae NOBPEXAEHNS YNAKOBKM.

He ncnonb3oBatb N0 UCTeYeHME CPOKa roaHOCTN.

12. CNMBO/J1bI HA OTUKETKAX MOTPEBUTE/IbCKOW 7
TPAHCIMOPTHOW YMNMAKOBKW OBO3HAUAIOT CNEAYHOLUEE:
LOT “ «Kog naptumn»,
V] - «JlaTa N3roToB/IeHNS»;
5 - «/Icnonb3oBaTh [0»;
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] - «3roToBUTENBY»
IrP 1 - «Homep no Katanory»
-«OBpaTnTeCh K MHCTPYKLMM NO NMPUMEHEHUIO»;
T
® - «3anpeT Ha NOBTOPHOE MCMO/Ib30BaHKEY;
% -«CE ¢ HOMepoM MpoBepsAIoLLErO YUpeXaeHUs»;
| -«CTepunmsauma napom UM Cyxmm Tensioms;
-«He cTepunn3oBaTb NOBTOPHO;
0 )
-«He gonyckatb BO3AENCTBUSA COTHEYHOIO CBETAY;
(§) -«He ncnonb3oBath NPY NOBPEXAEHMMN YMAKOBKU M 06paTUTLCA K MHCTPYKLMUN
Nno NPUMeHeHNo»;
@m o
-«He fonyckatb BO3[eNCTBWe BMarm»;
'T

13.  YKA3AHNA MO 3KCMNNYATAUWMWM, TPAHCIMOPTUPOBKE W
XPAHEHWIO

N3penve npu akcnayaTauum A4O/MKHO ObITb YCTONYMBO K BO3LAENCTBUIO KMMATUYECKNX
(haKTOpPOB.

Ycnosus TpaHCNOPTUPOBaHKA - NpY Temnepatype He Huxe 5°C 1 He Bbiwwe nutoc 30 °C,
OTHOCUTENIbHOW BNaXKHOCTUN BO3A4yXa He bonee 75 %,

Ycnosua xpaHeHus - npu TemnepaTtype He Huxe 5 °C u He Bbiwe nawoc 30 °C,
OTHOCMTENbHON BNAXKHOCTM BO3Ayxa He 6onee 75 %.

14. TAPAHTUN N3TOTOBUTENA

M3roToBuTeb rapaHTUpyeT COOTBETCTBME M3AeNuii TpeboBaHUAM TEXHUYECKOro (halina
npw cobMoAeHNN NOTPebrUTENEM YCNOBUIA TPAHCNOPTUPOBAaHUSA, XPaHEHUS 1 3KCMyaTauum.

"apaHTUIiHbIV CPOK- 3 rofa ¢ AaTbl CTEPUAN3ALMN MPU COBMHOAEHNN YCNOBUIA XpaHEHNS
W LLeNOCTHOCTM YMaKoBKM,

15. NOPAAOK W YCNoBuvA YTUNN3AUMN WTN YHUNUTOXXEHUA
MEANLUNHCKOrO U3AENNS.
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YTunusauma OCYyLeCTB/ISETCA C  Y4YeTOM JIOK&/IbHO  AeWCTBYHOWMNX TpeboBaHuiA
3aKOHOaTeNbCTBa B CTPaHe pean3auuu.

W3genve nocne ucnonb3oBaHWs MO HasHAYEHUIO OTHOCAT K OTxXogaM Knacca b no
Knaccugukaumm onacHoOCTU 1 yTUAN3NPYIOT B cooTBeTCTBUN ¢ CaHlMrHoM 2.1.3684-21,

YNaKoBOYHbIE MaTepuasibl U U3LeNne, Npu HapyLUeHUW Le/IOCTHOCTM YMaKoBKM, a Takxe
U3Lenne C UCTEKLIMM CPOKOM TOLHOCTM OTHOCAT K OTXO4aM Knacca A Mo Knaccupukaumm

OMNacHOCTU U YTUNAN3MPYIOT B co0TBeTCTBUM ¢ CaHlnHom 2.1.3684-21.

N3OENNA HAUNOHAJIbHBLIX CTAHOAPTOB

O603HayeHne

16. NMEPEYEHb NMPMEHAEMbIX MPON3IBOANTESIEM MEANUMNHCKOI C
HanmeHoBaHMe
Crepunusaunsi  MeAMUMHCKON  npofykumn. [opsumii - BO3AyX.

roct P CO 20857-
2016

MOCT P NCO 15223-
1-2023

MoCT ISO 11607-1-
2018

MOCT 1SO 11607-2-
2018

roct ISO 6710-2011
FOCT 31508-2012

FOCT 1SO  14971-
2021
NOCT ISO  13485-
2017

MOCT I1SO 10993-1-
2021
roct ISO 10993-2-

2009

TpeboBaHNA K pa3paboTke, BaMfaumy M TeKyLleMy KOHTPOJIO
npoLecca CTepunm3aummn MeguLUHCKNX U3AeNnii

N3genna meguumHckne. CUMBOIBI, MPUMEHSEMblE A4 Nepefayn
MH(opMaLun, NpesocTasnseMoin nrotoutesieM. Yactb 1. OCHOBHble
TpeboBaHuA

YnakoBka N8 MeAQUUMHCKUX W3LeNNiA, nognexawmx (UHULLHOR
crepunm3aumn. Yacte 1. TpeboBaHus K maTepuanam, 6apbepHbIM
cucTeMam A/1 CTEPUIN3aLMM Y YNaKOBOYHbLIM CUCTEMAM
YnakoBka 418 MeSULMHCKUX W3Lennid, Nogiexawinx QUHULLHON
crepunmzaumn. Yactb 2. TpeboBaHWA K BaamjaumMu MpoLECCoB
(hopMmMpOBaHUA, repMeTm3aLmMmn 1 cO0pKn

KoHTeliHepb! 4ns c6opa 06pa3LLoB BEHO3HOW KPOBY 04HOPa30Bble
N3penna  meguumHckme.  Knaccugmkaums B 3aBUCUMOCTM  OT
MOTEeHUMaNbHOr0 pucka npumeHeHns. O6me TpeboBaHUA

N3genva  megmumHckme. TIpYMeHeHVe MeHe[KMeHTa pucka K

MeANLUNHCKNM N30ENTNAM

N3genns  meguumHckne.  CUCTEMbl  MEHEMKMEHTa  KauecTsa.
Tpe6oBaHWs ANs Leneli perympoBaHus.
N3penns  MeauupHckve.  OleHKa  GMOMOTMYECKOro  AeiCTBUS

MeAVLIMHCKUX 13genuii. Yactb 1 OueHKa U 1ccnefoBaHus

N3penus  MeauumHckue. OueHKa  GMOMOrMYECcKOro  [eincTBUS
MeAVLIMHCKUX u3aenuii. YacTb 2. TpeGoBaHUs K OGPALIEHUD C

XUBOTHbIMW
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roct ISO 10993-5- W3pgenua megmumHckme. OueHka  GMONOrMYeckoro  AencTaus

2011 MEANLMNHCKNX N3Lennii. YacTb S ViccnepoBaHuss  Ha
LIMTOTOKCMYHOCTb: MeTOZbl in Vitro

FOCT ISO 10993-10- WMspenus  MeguumHckme. OueHKa  OMOMOrMYecKoro  feicTeus

2011 MeANLMHCKMX n3aenumin. Yactb 10. MccnefoBaHUs pa3apakatoLLero v
CEeHCMOVNM3NPYIOLLIErO AeNCTBUSA

FOCT ISO 10993-11- W3pgenus wmeguumHckme. OueHKa  OGMONOrMYECKOro  AencTaus

2021 MeANLMHCKNX n3genmid. Yactb 11. ccnefoBaHns 06LLETOKCMYECKOr0
LlenCcTBMS

FOCT I1SO 10993-12- Wspgenna wmegmumHckme. OueHKa 6GMONOrMYecKoro  AencTaus

2015 MeANUMHCKMUX mn3gennid. YacTb 12, TpurotoBneHne npo6 u
KOHTPO/IbHbIe 06pa3Lbl

OCT P 52770-2016 N3pgenua  mepuumHcKkne.  Tpe6osaHus — GezonacHocTW.  MeTodbl
CaHMTapPHO-XMMUYECKNX N TOKCUKONIOTMYECKMX UCTbITaHWUIA

CaHlNlnH 2.1.3684-21 O6 yTBEPXKAEHUW CaHUTapHbIX Npasun 1 HopM CaHlMuH 2.1.3684-21
"CaHWUTapHO-3NNAEMUOMNOTNYECKE  TpeboBaHMA K COAEPXKaHWIo
TEPPUTOPUIA TOPOACKNX U CENbCKNX MOCENEHWI, K BOAHbIM 00beKTaM,
MUTLEBO BOLe W MNUTLEBOMY BOAOCHAOXEHWID, aTMOC(HepHOMY
BO34yXY,  MO4YBaM,  >KWIbIM  MOMELLEeHMAM,  3KChayaTauuu
NMPON3BOACTBEHHBIX, OOLLECTBEHHBLIX MOMELLEHNI, OpraHu3aumMmn u
NpPoBeAEHNIO CaHWTapHO-NPOTUBOINNLEMUNYECKIX

(NpohnnakTUyeckmx) MeponpuaTUin

17. NMHPOPMALINA O HEOBEXOAMNMOCTI HAMPABJIEHNA COOBLLEF
YMNOTHOMOYEHHOMY MPEACTABUTEJTHO O HEXKEJNTATE/IbHbIX COBbITUAX,
KOTOPbIE NMMEKOT MPN3HAKW HEBJTAT OINMPNATHOIO COBbITNA
(MHUWMAOEHTA).

MpeTeH3nn N CBeAeHUS O HeXenaTebHbIX COObITUSX, KOTOPble WMEKT MNPU3HaKM
He61aronpuATHOr0 CobbITUA (MHUMAEHTA), a TakXe peknaMauun B YCTaHOB/IEHHOM MOpsiaKe
npesbaBnaoTcs no agpecy: 420108, Pecnybnuka TatapctaH, .O. ropog KasaHb, r.KasaHb, yr.
[esATtaesa, 4.9, kB.33.

AnekTpoHHas nouta: inteimedixinfo@gmail.com

Ten.:+7 (917) 222-23-27

[NepeBof C aHIIMINCKOro A3blKa Ha pyCCKI/II‘/JI A3bIK BbIMOMHEH MHOA, nepesogvynKom

CynTaHoBoi Paa>kaHoi AiiBa30BHOM
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Poccuiickaa ®depepayund
fopopg KasaHb Pecny6nukun TaTapcTaH

OBaguaTtb YeTBEPTOro Mas ABe ThbiCcsAuMu gBajLaTb YeTBEPTOro roga

A, XycaintHoBa Anua KamuneBHa, BpeMEHHO WCMOMHAOWAA 0643aHHOCTM HOTapuyca
KasaHckoro HoTapuanbHOro okpyra Pecnybnuku TatapcTaH Ak6epoBoit Jlenn XapuCOBHbI,
CBUAETENLCTBYO NOANMHHOCTL NOANMCKU nepeBog4vmKa CynTaHoBOW PagKaHbl AiBa30BHbI.

Mognuce caenaHa B MOeM MPUCYTCTBUMN.

JlnyHoCTb NognuncasLLero AJOKYMeHT YCTaHOB/eHa.

3aperucTpuprs in9nn=rpOeuipe: No 16/189-H/16-2024- NN

Ynnaue  3a'&0BEPLUEHI «NeapunanbHOro aenctaus; 670 py6. 00 kon.

i

A.K.XycanHoBa

BCEro TMPOLWHYPOBAHO,
NMPOHYMEPOBAHO

CKPEMMAEHO TMEYATbLIO
CTOB

Bpuo HoTapuyca
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