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I Medical device name
“Disposable sterile urogenital probes” in the following types:
; 1. Type A -*“Universal”;
2. Type B - “Small curet”;
3, Type C- “Papel”; mod. 1, mod.2;
o} 4. Type D- “Cytobrush”; mod. 1, mod.2;
5. Type E - “Ayre spatula”; mod. 1, mod.2;
6. Type F- “Combined”: mod. 1, mod. 2, mod. 3, mod. 4, mod. 5.

2 INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL DEVICE

Headquartes: Jiangsu Suyun Medical Materials Co., Ltd, No. 1 Medicine Lane, Renmin Rd.,
222002 Lianyungang, People's Republic of China, Tel.. +8651885476682, E-mail:
chairman@suyunmedical.com, web site: suyunmedical.com.

Manufacturer: Jiangsu Suyun Medical Materials Co., Ltd, No. 1 Medicine Lane, Renmin Rd.,
222002  Lianyungang, People's Republic of China, Tel.; +8651885476682, E-mail;
airman@suyunmedical.com, web site: suyunmedical.com.

Authorized representative in the Russian Federation: Limited Liability Company
Unicommed (Uni-commed LLC) 192019, St. Petersburg, Melnichnaya street, 18 lit. A. Tel.:
+7 (812) 702-33-04, E-mail: info@unicmed.ru, website: unicmed.ru

3 MEDICAL DEVICE PURPOSE
Disposable sterile urogenital probes (hereinafter referred to as products, probe or probes) are
intended for the collection of biological material from the surface of the mucous membrane of the vagina
opening, cervix, cervical canal or urethra for the purpose of carrying out cytological diagnostic studies in
gynecology, urology and venereology.

The product is sterile, cannot be sterilized, for single use.

L1 Indications for use: collection of biological material from the surface of the vagina opening
mucosa, cervix, cervical canal or urethra for the purpose of carrying out cytological diagnostic
studies in gynecology, urology and venereology.

L2 Side effects: none.

1.3 Contraindications: individual intolerance to materials.

L4 Potential users: qualified medical personnel in the conditions of medical treatment-and-

prophylactic institutions.

1.5 Method of application: use in accordance with the instructions.

2.6 Conditions of application: in medical institutions by qualified specialists.

2.7 Warnings:

ATTENTION! The product is intended for single use only!

ATTENTION! Reuse can lead to cross-infection.

ATTENTION! Medical personnel must wear gloves.
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4 BASIC PARAMETRS AND CHARACTERISTICS OF THE MEDICAL DEVICE
fcposable sterile urogenital probe is a product intended for single use. It is packed in individual blister or
ilyethylene sterile packaging.

"Disposable sterile urogenital probes” in the following versions;

Name
Disposable sterile urogenital probe
Model Probe Working part
Type (mod.) length, size, mm Material Application area
. mm (lengthxdianH'tre) (+10%)

PP
Type A - Working part ofthe  For collecting biological
. " 178.0 22.0x3.0 probe with material from the cervical
Universal .

sputtering of canal and urethra

cellulose esters

Polypropylene grade PP1013H1 (PP).
The probe handle has 2 notches. The first notch at a distance of 87 mm allows the end with the working part to be broken off

for placement in the container located in the hollow handle ofthe probe. The container is used to store and transport the
working part of the probe with biomaterial. The second notch at a distance of 51 mm allows you to break offthe end with

the working part for placing directly into the test tube.

Model Probe Working part
Ne Type length, size, mm Material Application area
(mod.) mm (10%)  (engthxchiiu'tre) (+10%)
For collecting material from
Type B - «Small 7.0X3.0 the surface of the vaginal
curet» 2120 7.0x40 ABS mucosa, cervix and urethra

for bacteriological study

Acrylonitrile butadiene styrene ABS-1000 (ABS).
A double-ended spoon-shaped probe with smooth or sharp edges allows efficient collection of material from the entire

surface of the cervix.
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Probe Piston length,

Model
Type lengt Material Application area
(mod) "%y s pp
For intrauterine biopsy of
Type C - "Paper 1 277.0 220.0 PP the endometrium for

histological study

Polypropylene grade PP1013H1 PPY

The probe has a closed end with 4 side holes. It consists of two parts: a piston with a limiter and a probe. Insertion depth
marking from 20 to 120 mm, graduated by 10 mm. The piston is cylindrical with a handle for holding and a depth stop for
insertion into the probe.

Model Probe Working part
lengt i : L
(mod.) m%n?iﬂ% Sl%iejdg}én Material Application area

For collecting endometrial
smears in the absence of the
4 Type C - "Paper 2 255.0 30.0 PP need for traction or
expansion of the cervical
canal for cytological study

No Type
o —

Polypropylene ttrade PP1013H1 fPP")

Outside part: a transparent outline with marks 0f40, 70 and 100 mm from the distal end, corresponding to the depth of
insertion. Inner part: mandrel connected to a nylon brush, the tip of which is equipped with a cap similar in diameter to the
outer part.
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r’ Model Probe Working part
1" Type (mod.) n:::'%*t'l'l;‘ , Slff;‘l‘l,:l'n Material Application area
ABS o

/' l The working part is | For collecting material from

‘ Type D - made of the surface of the cervix and
: .Cy{';bmsh. 1 200.0 23.0 polyethylene | from the depth of the
; bristles fixed ona | cervical canal for cytological
: rigid twisted and bacteriologicat studics
' ! stainless steel wire

On the handle of the probe at a distance of 38 mm there is a notch that allows you to break off the end with the working part
for placing in a test tube.

Model Probe Working part
T ) ize, . Aoolicati

Ne ype (mod.) m:lllﬁllh&) sn(z:wlg:n Material pplication area
T ) T T " 110 obtain  ectocervical
" smears and a smear of the
7 TW"E;I&’:V“’ ) 180.0 127.0 PP posterior fornix,
spat . simultaneously from the
i surface of the cervix, from
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Application area
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Model Probe Working part
N Type length, size, mm Material
(mod.) mm E10%) | Genehdlomerre) 21a%)
TypeF - .
4 "Combined” ] 200.0 30.0<18.0 PP
_ I cytological studies

For  the simultaneous
collection of scrapings from
the surface of the cervix and
from the cervical canal
(ecto- and endocervix) for
the purpose of conducting




Polypropylene yraée PP1013H1 (PP)

fit consists of a handle and a removable working part. The working part is a flat cervical brush in the form of a trapezoid,
[consisting of flexible polymer bristles of various lengths.

llo Tvoe Model IELObe
° yp (mod) - iEB%)
-
Type F -
L "Combined" 2 1750

Polypropylene grade PP1013H1 (PP)

Working part

si%ﬂg_lc%n

37.0

Material

PP

Application area

For collecting scrapings
from the surface of the
cervix and cervical canal
(ecto- and endocervix) for
the purpose of conducting
cytological studies

The working part of the probe is sprayed with cellulose esters. It consists of two parts: a hollow plastic handle and a
diamond-shaped working part with variable geometry.

Probe
Model
. length,
Ne Type (mod) - ity
u Type F - 198.0

"Combined"
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Working part

size, mm
(+10%)

33.0

Material

PP

Application area

For collecting  scrapings
from the surface of the
cervix and cervical canal
(ecto- and endocervix) for
the purpose of conducting
cytological studies,
including liquid cytology



[DIvpropviene grade PP1013H1 (PP)

[consists of a handle and a removable working part. The working part is in the form of a combined cervical brush,
insisting of flexible polymer bristles 13 mm long, located parallel to the probe handle and the central part of the brush 22
Im long with bristles 1 mm long perpendicularly arranged on it in two rows.

Model Probe Working part o
Type ode length, size, mm Material Application area
(mod.) mym EL% h (+ 10%)
For collecting  scrapings
from the surface of the
Tvoe F - cervix and cervical canal
"Co};gbined" 205.0 38.0 PP (ecto- and endocervix) for

the purpose of conducting
tological studies

Polypropylene grade PP1013H1 (PP)
The working part in the form of a combined cervical brush, consisting of flexible polymer bristles 13 mm long, located

parallel to the probe handle and a central part made of polyethylene bristles, fixed on a rigid twisted stainless steel wire with
an atraumatic polymer ball at the end.

Model Probe Working part licat
lengt] size Material Application area
Ne Type (mod) U gy’
For collecting scrapings
from the surface of the
Tvoe F - 20.0 cervix and cervical canal
3 "Co);ﬁbined" 5 212 40.0 PP (ecto- and endocervix) for

the purpose of conducting
cytological studies
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blvDropviene grade PP1013H1 (PP)

Iconsists of a comfortable handle and two working parts located at different ends of the handle.

~Norking part 1- cytobrush 22 mm long. Made of polyethylene bristles attached to a tough twisted stainless steel wire.
forking part 2 - a spatula 26 mm long. It is a flat plastic spatula with a curved edge.

Note - thefollowing are not used in the manufacture of the product: materials of animal and (or)
Ihuran origin, medicines.

5 METHOD OF APPLICATION

4.1 Check the integrity of packaging and the expiration date of the product. Specify the version and
model of the product, verify the method of use of the product using the flowchart shown on the
product packaging.

4.2 Put on gloves after pretreating hands with antiseptic solutions. Carefully open the package,
remove the probe without affecting its sterility.

4.3 Observing the rules ot asepsis, carefully insert the probe without applying excessive force to

avoid injury.

4.4 Carry out the necessary manipulations.

4.5 At the end of the manipulation, remove the probe.

4.6 Handle and dispose of the probe in accordance with the established procedure.

6 SAFETY REQUIREMENTS
The product is intended for single use only!
Reuse can lead to cross-infection.
B>o not use the products if the package has been opened or damaged.

7 CLEANING AND DISINFECTION

This medical device is supplied sterile for single use. No additional cleaning and disinfection
required before use.

8 STERILIZATION
This medical device is supplied sterile (sterilized using ethylene oxide) in accordance with the
requirements of ISO 11135-1.

The method of validation and monitoring of the sterilization process is also carried out in accordance with
ISO 11135-1.

Resterilization is not allowed.
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9 LABELING, PACKAGING

[ Symbol Description
j Wi Date of manufacture

Date when the product was manufactured

Expiration date

s 1  Date after which the product cannot be used
Batch code
Product batch code (or batch of goods)
Prohibition on the reapplication
The medical device is intended for a single use or for use on one patient
f during one procedure
Sterilization with ethylene oxide

1 STERILI:EO It indicates that the product has been sterilized with ethylene oxide

1 iLOTI

Do not re-sterilize
It indicates that the product cannot be resterilized

Do not use the product if the packaging is damaged

It indicates that if the packaging is damaged, the medical device must not
P be used

CE mark
C | The product meets the requirements of European directives

Keep away from moisture
The product needs to be protected from moisture

Temperature limits
Temperature range at which the product should be stored or handled

Relative humidity range

0 Range of relative humidity at which the product should be stored or
handled
Protect from sunlight

(D . The product needs to be protected from sunlight

Do not dispose with household waste

Used products are decontaminated and disposed in accordance with the
requirements of local organizations and disposal regulations in the area.
Medical device labeling includes the following information

1

- trademark and (or) name of the manufacturer;

- trademark and (or) name of the manufacturer’s authorized representative in the Russian Federation;
- product name;

- quantity;

- product information (technical specifications);

- lot (batch number) of the product;

- product shelf life;

- symbol "Sterilization using ethylene oxide" according to ISO 15223-1;

- aasmmhnl "NDA nnt ra_ctariliza" i -1
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- symbol "Do not use with damaged packaging" according to I1SO 15223-1;
- flow chart for using the product.

Note - if necessary, additional signs may be placed on the product packaging.

Each product is packed in individual blister or polyethylene packaging. Individual packages with
bducts according to the types of executions, packed in cardboard or polyethylene intermediate packages,
rdthen in cardboard boxes.

10 USE, TRANSPORTATION AND STORAGE CONDITIONS

This medical device can be transported by all types of transport in covered vehicles in accordance
[with the rules for the carriage of goods in force for each type of transport.

When used, the products are resistant to the influence of biological fluid.

During use, transportation and storage, this medical device is resistant to temperatures from -5 ° C
+35 C and relative air humidity from 30 to 75%, without condensation, at atmospheric pressure from
200 to 1500 hPa. The temperature should not exceed + 45°C in order to avoid deformation of products.

11 SERVICE LIFE (EXPIRATION DATE) AND INDICATION ON THE PROHIBITION
OF THE USE OF THE MEDICAL DEVICE ON THE EXPIRATION OF THE SERVICE
LIFE (EXPIRATION DATE)

The shelf life of a medical device is 5 years from the date of manufacture.
Do not use the products after the expiration date.

12 PROCEDURE FOR MEDICAL DEVICE DISPOSAL OR DESTRUCTION

11.1 The packaging is disposed at a household waste collection point.

Note. For the Russian Federation, the packaging of a new product is disposed in accordance with
SanPiN (Sanitary Rules and regulations) 2.1.7.1322 "Hygienic requirements for the placement and
disposal of production and consumption waste".

11.2 Used products are decontaminated and disposed in accordance with the requirements of local
organizations and disposal regulations in the area. For more information on dates and locations where
disposal takes place centrally, contact your local authority or waste disposal company.

Note. For the Russian Federation, the disposal of products used in the infectious ward of a medical
facility is carried out in the manner prescribed by SanPiN 2.1.7.2790 "Sanitary and Epidemiological
Requirements for the Management of Medical Waste" for class b waste (epidemiologically hazardous
waste).

11.3 Recycling and disposal of unused products after the expiration date is carried out in accordance
with the requirements for the disposal of epidemiologically safe waste.

Note. For the Russian Federation, in order to prevent environmental pollution, all waste generated
during the disposal of products is subject to mandatory collection with subsequent disposal, in accordance
with the established procedure and in accordance with the current requirements and norms of local
regulatory documents, including SanPiN 2.1 .7.2790 "Sanitary and Epidemiological Requirements for
Medical Waste Management" for Class A waste.

11.4 Since the regulations for disposal may vary in different countries, if necessary, contact the
manufacturer's authorized representative in the Russian Federation Unicornmed Limited Liability
Company (Unicornmed LLC), 192019, St. Petersburg, Melnichnaya street, 18 lit. A, E - mail:
info@unicmed.ru (tel. 8 (812) 702-33-04).
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13 MAINTENANCE AND REPAIR
Not provided.

14 WARRANTY OBLIGATIONS
Jiangsu Suyun Medical Materials Co., Ltd assumes a warranty for the medical device to be tree
UTidefects and conform to the manufacturer’s declared characteristics during the shelf life, subject to
rconditions specified in the instructions for use.
The manufacturer is not responsible for damage or accidents resulting from misuse, user error or
Lemal emergencies. For product quality questions, please contact an authorized representative of the
lanufacturer.

15 RECLAMATION

In the event of a defect, the developer and manufacturer Jiangsu Suyun Medical Materials Co., Ltd
L no, I Medicine Lane, Renmin Rd., 222002 Lianyungang, People's Republic of China guarantees the
Luality of the product. If you find a defect, please contact your authorized representative in the Russian
| Federation

The authorized representative of the developer and manufacturer in the Russian Federation who
accepts complaints is Unicornmed Limited Liability Company (Unicornmed LLC), 192019, St.

Petersburg, Melnichnaya street, 18 lit. A, E - mail: info@unicmed.ru (tel. 8 (812) 702-33-04)

acoepts complaints.
Defects are not considered violations of the product received during use and careless handling.

16 LIST OF INTERNATIONAL REGULATORY DOCUMENTS
ISO 15223-1:2016 "Medical devices - Symbols to be used with medical device labels, labeling, and

information to be supplied - Part 1; General requirements ,
ISO 11135:2014 "Sterilization of health-care products - Ethylene oxide - Requirements for the

development, validation and routine control of a sterilization process for medical devices .
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«YTBEPXOAK» /| «<KAPPROVL»
L3aHcy CytoH Megnkan Matupuanc Ko.. JITa.

(Jiangsu Suyun Medical Materials Co., Ltd)
JmpekTos, npeacepatens npasneHV?™ Director, Chairman of the Board

(momK}HocTb/positron)
t Qin Hongping
(vmsa name)

iicCsignature)
r.

«AeHb» Mmecay (umdpamn) / «day» month (numerals)

MI1 /Stamp

2019

NHCTPYKUWNA MO NMPMEHEHWIO
MEOVNUWNHCKOI O NSOENNA

«30HAbl YPOI'EHNTAJIbHbIE
OO4HOPA3OBbIE CTEPNJIbHbIE»

Bepcua 02 o1 10.10.2019
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I|HAMMEHOBAHWVE MEAVNUMHCKOIO M34ENNA
«30HAb! yporeHUTasIbHble 0OHOPAa30Bble CTEPU/IbHbIE» B BapuaHTax UCMO/THEHUS:
L Tun A - «YHBepCa/lbHbINY;
2. Tn B - «J1o)xka ®onbKMaHa,
3. Tun C —Mannens»; moa. 1, moa,2,
4. Tun D - «UuToweTka»: mog, |, moa, 2;
5 Twn E - «LLnatens 3npa»; moA.l, moa, 2;
6. Tvn F - «KoMOmHMpoBaHHbIA»: Mo, 1, Mod. 2, moA, 3, Mo, 4, Mof. 5.

2CBEAEHWNA O NMPON3BOONTENNE MEONUNHCKOIO U3AE/TINA

I naBHbIN ogmc: LizaHey CytoH Mepgmkan Matupmanc Ko.. Jita, (Jiangsu Suyun Medical Materials
® Ltd) MeanupHckmia nepeynok Ne 1, PeHMuH Poya, 222002, JlsHbtoHbraH KuTalickas HapogHas
Pecryormka (No. 1 Medicine Lane, Renmin Rd., 222002 Lianyungang, Peoples Republic ot China), Ten..
-8651885476682, E-mail: chairman@suyunmedical.com, caiT; suyunmedical.com.

Mpoussogutens: LzaHcy CytoH Megmkan Matumpuanc Ko.. Jita. (Jiangsu Suyun Medical
Meterials Co., Ltd), MegnumHckmia nepeynok > 1, PeHmunH Poyga, 222002, JIsHbHOHbraH, MTamcK
HaponHas Pecriy6nvka (No. 1 Medicine Lane, Renmin Rd., 222002 Lianyungang, Peoples Repub ic o
Chind), Ten.: +8651885476682, E-mail; airman@suyunmedical.com, canT: suyunmedical.com.

YNonHOMOYeHHbIN npeacTasmTens B Poccniickon ®eaepaummn: OBLLECTBO C OrpaHUYEHHON
OTBETCTBEHHOCTLHO «HOHUKOpHMEL» (OO0 «HOHMKOpHMEL»), 192019, r. CaHkT-INeTepbypr,
MenbHu4YHas ynnua, 18 nut. A. Ten.; +7 (812) 702-33-04, E-mail: info@,unicmed,ru, canT: unicmed.ru

3HATHAUYEHVE MEANUMNHCKOIO U3OENNA

30HAbl  ypOreHUTa/IbHbIE OJHOPAa30Bble CTEPWbHblE (Janee - W3Ae/VS, 30HL WM 30HAbI)
npeaHasHaueHb! /15 3a60pa 61OMorMYECKOro Matepmasa ¢ NOBEPXHOCTU CAMBUCTONM Brara/ivLg, LLenku
MaTKW, LIEPBMKa/IbHOMO KaHasia WM YPEeTpbl C LeMbI0 NPOBEAEHUA LIUTOMOMMYECKUX ANarHOCTUYECKMX
ncenefoBaHWIA B TMHEKOOTN, YPOSIOrW U BEHEPOSIOT .

W3penvie ctepunbHoe, He CTepunmnsyemoe, /11 04HOPa30BOro MPUMEHEHUA.

\ 1 TokazaHuA K MpUMEHEeHWIO: 3ab0p OMOMOTMYECKOro Matepriasia C MOBEPXHOCTU C/IV3UCTOU
Bara/mLLg, ek MaTKy, LepBUKa/IbHOrO KaHaiia Wi YPeTpbl C LEeMb0 MPOBEAEHUA LUTONOMMYECKMX
[MarHoCTUYECKNX UCCeLOBaHWA B TVIHEKO/IOTAN, YPOSIOr 1 BEHEPOSION .

1.2 Tlo6o4HOe AeiiCTBIE: HET.

13 MPOTMBOMOKa3aHWA: UHAVBUAYaIbHasA HEMEepeHOCUMOCTb MaTeprasio™

1.4 notenuynansusie MOMb30BATENN: KBA/IMPMLMPOBAHHBIA MEOULMHCKUIA MEPCOHasT B YCNOBUAX
MEAVNLIMHCKWX 1 e e 6 1 o —MPODUIAKTUHECKMX YUPEXAEHNIA.

1.5 'MNeoB NNMMeHEHVsT: UCMOJIb30BaHVE B COOTBETCTBMM C UHCTPYKLMEN MO NMPUMEHEHWIO.

2.6 YrMnHWS NnMEHEHVS: B MEAVLMHCKNX YUPEXOEHUAX KBa/MPULMPOBAHHLIMM CNeLMaIMCTamMI.

2.7 MNpenynpexxaeHus:

BHVMAHWE! 3penve npegHasHaveHo TOMLKO 4151 OAHOKPATHOrO MpUMEHEHVA.

BHNMAHWE! [loBTOpHOE WCMOMb30BaHNE MOXET MOB/IEYb BO3HWMKHOBEHVE MEPEKPECTHbLIX
NHGEKLIA.

BHUMAHWE! MeomumHCKMIA NepcoHasl 06s13aH paboTarh B nepyaTkax.
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h OIMHOBHBbIE MAPAMETPbI N1 XAPAKTEPUCTUKW MEOVNUNHCKOIO NMNOEA

30H, YpOreHUTasbHbIA —
BVEHEHAL YMaKoBaHO B WHAVBUAyasbHYlO G/IMCTEPHYHO

1

30TAbl ynnreHnTa/ibHblE 04HOPa30Bb

HanmeHoBaHuMe

IeCTEPU/IbHbIE» B BapMaHTax MCMOMHEHUS.

:1oHg yporeHuTanbHblid oflHopaiOBbiHjC TAN

Onvna | Paszn:cpwpl)azomqem Marepuan
30}-('5'1%0% )MM (MoowxgaameTp) (+10%)
rmi
Paboyas yacTb
Tun A- 30HAa C
[(YHvBepcanbHbI 178,0 22,0"3,0 HanblneHneM
i C/IOXHbIX 3(MpOoB
Lie//110/103b!
KOHeL, C pabouell YacTbto 418 NOMELLEHUs HEMOCPEeCTBEHHO B NpO Up Y
M OnvHa Pa3mep paboueii Matepnan
OAENb 3518, MM 4acTu, MM
Tun (MOA.) 10 ’%) (>ummvax|uupiuw) (= 10%)
7,0x3,0
Tvn B- «/ToxKa 212.0 ABC
' 7,0x4,0
donbKmaHa»
TT
BCEI MOBEPXHOCTY LUEAKM MATKW.
Mogens  fnuna  AMHa MOPLIHS, Matepuan
MM
Ne Tvn (mog)  30HAA MM
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Ob6nacTb NpUMeHeHMs

Ana B3ATUA
610I0rMyYecKoro Marepvana

M3 LUEePBUKaIbHOIO KaHasla "
YPETPLI

O6nacTb NPUMEHEHUS

[Ona  B3aTMa martepuana c
MOBEPXHOCTU CNV3NCTON
Bara/mLLa, LUErKn MaTku

ypeTpsbl
6aKTePMONOrNYECKINX

nccnegoBaHul

WM 0 b LU U KpasiMii 1Mo3Bo/sieM S(EKTMBHO COGMPaTh MaTepuasn co

O6nacTb NPUMEHEHUS



"— =10} 0% - T
r ) T Ons~ BHYTPHMATOHON
Tun C ~ GHONCHIE  DHAOMETPHA TIPH
«llaiinens» ' 279 2200 LL FUCTONOIHUCCKOM
HCCNeAOBAHNY

h

Hommponunen mapkn PPI013HI (I11)
Bueunan 4actb; NPO3pavHLIA XOHTYP. UMetouit orMeti 40, 70 1 100 MM 0T AUCTANLHOTO KOHUA, COOTBETCTRYIONINE

riy0ute BeeaeHNA. BHYTpeHHSA “acTe. MaHAPEN, COEMHNEHHBIN C HEHROHOBOM WIETKON. KOKYHK KOTOPO# CHa0XeK
KONINAYKOM, aHAROTHYHBIM 110 AHAMETPY BHEWIHEN YacTH.

' Monens, | AVMHS Aanua pabouei
N T ; waa. ,

nn | (Mon.) 10‘* Ia %b’m 'lam%s’m Matepuan 06aacTe NpHUMEHEHER
s Twb 1 2000 | 330 ~ABC Jnn_sywrin_ siarepuara <

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

4



Pa6ouas yaCTb M3-  MOBEPXHOCTU LUEAKN motkvi
rOTOB/IEHA U3 N M3 Ty6uHbI LiepBUKaNb-
MoAN3TUNEHOBOWA HOro  KaHata Aand  uUn-
LeTUHbI 3aKpen-  TOMOTWYECKUX U 6ak-
NEHHON Ha XXeCTKol  TEPUONOrNYecKnx
nccnefoBaHNI

AkpunHuTpunbyTagmeHctupon ABS-1000 (ABC),
Ha pyuke 30HAa Ha paccTosHWM 38 MM MMEETCA Haceuka, MO3BOMAOLLAA 0TNaMbIBaTh KOHeEL, C paboyeli YacTbio Ans
MOMELLIEHMS1 B MPOOMPKY.

OnnHa [nunHa pyykn,
Ne Tun Mogene 30HAa, MM MM Martepuan O6nacTb NpUMEHEHNS
- (mog.) (+10%) (+ 10%)
Ona  nonyyeHus  3KToO-
TunE - 180.0 127,0 M LePBUK/IbHbIX ~ Ma3KoB W

«LLInatenb Jiipa» Ma3Koe 3afHero csoga, of-
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HOBPEMEHHO C MOBEPXHOCTHU
LUeiKN MaTKW, W3 3eBa W

HWKHEl TpeTun Lep-
BUK&/IbHOrO  KaHana  Ans
LIMTONOrMYECKOr0
“ccnefoBaHus

[MonvunponuneH mapkn PP1013H1 ()
[ABYCTOpPOHHMIA noNaTKOO6pa3HbIl 30HA. KOHLbI 30H4a UMEIOT PasinyHyro hopmy 1 pasmep. ImeeT nepdopauuto no Kpato

J10rnarokK.
OnnHa OnnHa pyuku.
Moge.nb O6nacTb NPUMEHEHNA
Ne Tun 30 M Marepuan P
(moz,) ?—fﬂ%‘%ﬂ (i%%
Ona  nonyyeHuss  3KTO-
LiepBMKasIbHbIX  Ma3KoB U
Ma3Koe 3aJHero cBofa, OA-
HOBPEMEHHO C MOBEPXHOCTU
TinE -~ 203.0 138,0 nn lWeiikn MaTKu, M3 3eBa W
«Llnarenb 31/|pa» HWDKHEN TPeTK Lep-
BUK&IBHOrO  KaHana  A/1s
LIMTONOrMYECKOro
1ccnesoBaHNs
MonvnponuneH mapkvu PP1013H1 LLILL
[BYCTOpPOHHMIA NoNaTKoo6pasHbIiA 30HA. KOHLbI 30HA4a MMEKOT pasfinyHyto hopMy 1 pasmep.
Mogens OnnHa Pasmep paboueli 06
Tvn 30 M. uacTy, Martepuan NacTb NPUMEHEHNS
No (Mog.) YAA™ (e iipie (1
Ana 0J}HOBPEMEHHOr0
Tun E - B3ATUA cockoba c
9 «KOMBMHMPOBAHH 1 2000 30,0x18,0 mn MOBEPXHOCTM LLUEKN MaTKM
il N U3 LEPBUKASIbHOTO KaHaa

(3KTO- 1 3HAOLEPBUMKCA) C
& 000 LUPMM &7 INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



Pa6oyas YacTb B BUE MIOCKON LiEPBUKa/bHON LETKMA B hopMe Tpaneuuu,

COCTOFILLI,EI\/’I 13 rTMBKNX NOMNMEPHBbIX LWWETUHOK pa3n|/|'-|H0|‘/’| O/IMHbI.

NnnHa [nnHa paboueli

Tun Moaenb 30HA3, MM yacTu, MM
(mog.) (£10%) (+10%)
Tun F -
«KOMBUHMPOBaHH
bllA»

BuwnpwmnneH iPPIM3HI (NN
Pal oqaﬂ YyacTb 3|c\)/bﬁalqc HaI'IbIJ'IeHVIeg\/I I?O)KHI:IX 3(hMPOB LLeN/ON03bI.

1 pOMOOBMAHON paboyeit YacTy ¢ U3MEHSEMOW FeOMeTpUeN.

OnvHa Pa3smep paboueit

Mogene yacTu, MM
30HAa, MM ,
Ne 1 (mog.) (tpl'.O%) *10%)
Tun F -
11 «Kom6unHMpoBaHH 3 198,0 33,0
bli»

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

Martepwnan

MaTtepuan

i

O6nacTb NPUMeHeHUs

Ona  B3dTMA  cockooa €
MOBEPXHOCTUN LUElKA MaTKu
N LepBMKaIbHOTO  KaHana
(3KTO- ¥ 3HAoUepBMKCa) C
Lenbio NpoBefeHNs
LIMTOMNOrNYECKNX
nccneaoBaHuii

[CIrXnnT Y4 hbovx YacTeld Moo NNacTUKOBOM PyYKM
Coctout gy

O6nacTb NPUMEHEHWS

Ona  B3atua  cockoba ¢
MOBEPXHOCTU LUEVKMA MaTKu
M LEepBMKa/IbHOTO KaHana
(3KTO- W 3HAOLEPBUKCA) C
Lenbio npoBefeHs
LIMTONIOTMYECKIX

UCCNeAO0BaHWiA, B TOM yucne



Fa XHOW 22 MM C NePreHAVKYAPHO PacronoXXeHHbIMM Ha HEM B iBa psifa LUETUHKAMU A/IMHOW 1 MM.

[OnvHa
Mogenb
30HAa, MM
St Tun (MO,EI,.) (ﬁio %)
Tun F -
«KOMBUHMPOBaHH
bIi»

sSTkprfrnrfrHrorarrkrceg"

KOHLE.
AnvHa
Mogaens 30H4a, MM
(mog,.) (£10%)
Tun F -
«KOMBUHMPOBaHH 212
bIn»

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

Pa3vep paboueit
yacTu, MM

Martepuan
(£ 10 %)

[nvHa paboyeli

4acTu, MM Matepuan
(+ 10 %)
20,0 An
40,0

O6nacTb NpYMeHeHNs

[Ona  B3atma  cockoba ¢
MOBEPXHOCTY LUEWKN MaTKM
N LEepBMKA/IbHOTO KaHana
(3KTO- M 3HAOLEPBMKCA) C
LenbHo NpoBeaeHns
LIMTONOTMYECKNX
nccnefoBaHuiA

H%)KaBemLIJ,eVI ranu ¢ arpaBMaT4HbIM MOJIMMEPHLIM LLIAPUKOM Ha

O6nacTb NpUMeHeHUs

Ons  B3aTMA  cockoba ¢
MOBEPXHOCTU LLEAKN MaTKW
M LEPBUKAIbHOTO KaHana
(3KTO— 1 3HAOLIEPBMKCA) C
Lenblo npoBeAeHUs
LIMTONOrNYECKIX

nccnegoBaHuii



MonvnponuieH mapku PP1013H1 (M)
CocTouT 13 YA0OHOIM pyYKM 1 ABYX Paboumx YacTeid, pacnonoXeHHbIX C PasHbIX KOHLOB PyYKy.

Pabouast yaCTb 1-LMTOLETKA A/IMHON 22 MM. 3roToBMEHa M3 MOIMITUNEHOBOM LLETUHDI, 3aKPEM/IEHHON Ha XXeCTKOW
CKPYYEHHO NPOBO/OKE M3 HepyKaBeroLweli cTann. Paboyast YacTb 2- WwnaTesb AnnHoi 26 MM. MNpeacTaBnseT coboi

M/10CKYHO MNaCTUKOBYHO 10NaTOYKY C U30rHYTbIM Kpaem
M pnmedyaHwne - B NPOM3BOACTBE U3OENNA HE WNCMOJb3YKOTCA; MaTepvasibl XKMBOTHOIO U

(W) YeNOBEYECKOTO MPOVICXOXKAEHWIS, NIEKAPCTBEHHbI CPEACTBA.

5CMNoCcob NPMMEHEHNA
4.1 TpoBepnTb LEIOCTHOCTL YMakKOBKM U CPOK TOAHOCTU  WU3AeMMA.  YTOUHUTE  BapuaHT
VCMONHEHVA U MOoZie/b N3AENNS, YAOCTOBEPUTLCA B METOAE UCMO/Mb30BaHUA N3AEMMA C MOMOLLLH CXEMbI

ropyTMa, M300PaXKEHHOMO Ha YMaKoBKe U3AE/VS.
4.2 HageTb nepyatky Mocrie NpeasapuTe/ibHOM 06paboTKM PYK PacTBOPaMW  aHTUCEMTUKOB.

AKKYPaTHO BCKPbITb YMaKOBKY, 13B/eYb 30H[, He HapyLLIasi ero CTEPU/bHOCT.
4.3 Cobnioaas NpaBWia acenTyKM, OCTOPOXHO BBECTU 30H[, He Npuiarast YpeamepHbIX YCUMIA BO

n36exaHVie TpaBMaTM3aL .
4.4 TpoBecTy HEOOXOAUMBIE MaHUMYIALMMN.
4.5 Tlo OKOHYaHUM MaHUNYNAUUA, 30H[, U3BJIEYb.
4.6 O6paboTaTtb M YTUIN3MPOBATL 30HA, B YCTAHOB/IEHHOM MOPSAKE.

6 TPEBOBAHWA BE3ONMACHOCTW

V3nenvie npeHa3HaueHo TOMbKO /151 OJHOKPATHOrO MpuMeHeHMs!
MOBTOPHOE MCMO/Ib30BaHME MOXKET MOB/IEYb BOSHUKHOBEHME NMEPEKPECTHBIX UHEKLWIA,

He vicnonb3ayiite 13aens, ecrn ynakoBKa 6blia BCKpbITa W NOBPEXAEHa.

70UNCTKA N AESNHOPEKLINA
[aHHOE MeaVLVHCKOe U3AE/ie MOCTABMSETCS CTEPWIbHBIM, A1 OfHOPA30BOr0 MPUMEHEHMS.
JononHuTeNbHas ouMCTKa 1 AE3NHGEKLYS Nepes, MpUMEHeHeM He TpeGyeTcs.

SCTEPUNTNSALLNA
[aHHoe MeanLIMHCKOE 13aene NMocTaBseTcs CTEPUIbHBIM (CTEPUAM3ALIMS C MPUMEHEHVEM OKCua

3TWneHa), B COOTBETCTBUM C TpeboBaHMAMM ISO 11135-1.
MeTon BaMOaUMM W TeKyLLEro KOHTPOMSA Mpouecca CTepuimMsaumy MNPOBOOUTCA Takke B

cootBetcTBUM I1SO 11135-1.
NoBTOpHaA CTepuIn3aLA He [OMYCKaeTCA.
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IMAPKWVPOBKA, ¥YINAKOBKA
CVIMBO/bI, UCMOSb3yeMble Ha U3/ U ero YNaKoBKe
Cnmson OnucaHune
1 118 [JaTa npownsBoacTBa
[Jata, Korga b1 Npou3BeeHO M3aenve
CpoK rogHocTtun
1 ) [aTa, nocne KOTOPOW Heb3s UCMO0/bL30BaTb U3ee
Koz napTum ToBapa
Kog cepymn vzgenus (W napTym ToBapa)
3anpeT Ha NOBTOPHOE NPUMEHEHWE
MeaVUMHCKOe m3aenve npefHa3HaveHo 419 eAVHNYHOIO
0] MCMNO/b30BaHMA WM [/ UCTIO/b30BaHWS HA OQHOM MauyeHTe B TeYeHVe
O[HOW npoueaypb!
CTrepunusaumsa oKCUaom aTuieHa
STERILE EQ  Y«asbiaeT, uto usgenvie 66110 MoaBEPrHYTO CTEPMAM3ALIMN OKCIOM
aTwieHa
1 He cTepunn3oBaTb NOBTOPHO
YKasbIBaeT, UTO U3e/ne Helb3s MOBTOPHO CTEPWINZ0BATbL

He ncnonb3oBaTh M3genne npy NoBPeXaeHNM yrnakoBKy
q) YKasblBaeT, YTO B C/lyHae MoBPeXaeHUs YMakKoBKU Hefb3A MCMOo/b30BaThb
MeAMLMHCKOe 13fenve
3Hak CE
M3penvie oTBeyaeT TPeboBaHWSIM EBPOMNENCKUX ANPEKTUB

Bepeub 0T Briaru
HeobxoaMMocCTb 3amThI U3LENNA OT BO3AENCTBUS Bliarm

Mpegenbl TeMnepaTypbl
[nanasoH TeMnepaTyp, NP1 KOTOPbIX CeayeT XpaHUTL U3AENE W
i MaHMMyMpoBaTb 1V

[lnanasoH 0THOCUTENIbHON BNAXXHOCTY
0 [nanasoH OTHOCUTE/LHOI BNAYKHOCTW, NP KOTOPOIA CeayeT XpaHWTh
U3aeMie WM MaHUMY/IMPOBaTh MM
Bepeub OT CONMHEUHbIX Ny4yeit
V3nenvie cneflyeT 3alUMLLIATL OT COMHEUHbIX Jlyqeit

He yTununanpoBaTb BMeCTe C 6bITOBbIMU OTX0AaMM
icnonb3oBaHHble M3AeNMs 06e33aPaKMBAIOTCA U YTUIU3MPYHOTCS B

M COOTBETCTBUM C TPEBOBAHMSIMA MECTHbIX OpraHM3aLpii 1 NpasuiaMm
YTUIN3ALIMA B IAHHOM PervoHe

MapKrpoBKa MEANLIMHCKOIO M3AeNNs BKOYAET B CE0S1 CIeAyHOLLLYHO MH(OPMAaLIKO:
TOBAPHbIA 3HaK M (W) HaMEHOBaHWE NPEeANPUSTUS - U3rOTOBUTESS;

TOBapHbIVA 3HaK U (1) HaIMeHOBaHKe YNO/IHOMOYEHHOTO NMPeACTaBUTENs U3roToBUTENA B PO;
HaMeHOBaHMS V3aeNns;

KO/INYECTBO;

MHhopMauma 06 n3ae/imm (TEXHUYECKNE XapaKTEPUCTUKW);
@ 000 LWPMH (&) INFO@CIRMIRU € WWW.GOSZORAVNADZOR RU
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- NOT (HOMep napTun) U3genns;

- CPOK rofjHOCTUN U3genus,

- cumBon «CTepunusaums ¢ npUMeHeHnem okucu atuneHa» no 1ISO 15223-1;
| - cuMBOS «He cTepunnsoBaTb NOBTOPHO» no ISO 15223-1;

J - cMMBON «He ncnonb30BaTh NPY NOBPEXAEHHON ynakoBke» no 1SO 15223-1;
/ - CXeMma anropmMTMa MUcronb3oBaHUsA U3Lenus.
n MpuvumeyaHWe - NpUu HeO6XOAUMOCTM Ha YMakoBKe W3[enus MOryT ObiTb pasmelleHbl

| fjononHUTENbHbIE 3HAKM.

| Ka)K,U'OG n3genne ynakoBaHo B MHAWBUAYalbHYH 6]'II/ICTepHny nnn NoIN3TUNEHOBYKO YNaKOBKY.

' |/|H,CI|I/IBVI,CI.yafIbeIe ynakoBKKn C n3gennamun corjiaCHo Tunam BapMaHTOB WUCMNOJIHEHWA, YNaKOBbIBAOTCA B
KapTOHHbIE TN NOTNITUNEHOBLIE NMPOMEXYTOYHbIE YNMAaKOBKW, @ 3aTEM B KapPTOHHbIE Kopo6a.

10 ycnoBuda nMPUMEHEHWA, TPAHCITOPTUPOBKI NN XPAHEHINA

[aHHOe MefMLMHCKOE M3[eNne MOXHO TpaHCNOpPTUPOBaTb BCEMU BMAAMMU TpaHCNoOpTa B KPbITbIX
TPaHCMOPTHbLIX CPeACTBaX B COOTBETCTBMWM C MpaBuiamMu MepPeBO3KM TPy30B, [AEWCTBYHOLIMX Ha
TpaHCcnopTe Kaxaoro suaa.

M3genna npy akcnayataunum ycTtonumebl K BIUAHWUIO BUONOrNMYECKOM XNUAKOCTH.

[aHHOe MeguLMHCKOe u3fenne npu npuMeHeHUn, TPaHCNOPTUPOBAHUN U XPAHEHUN YCTONYMBO K
BO3/eiCcTBMIO TemnepaTyp oT —5 °C go +35 °C 1 0THOCUTENbHOW BRaXXHOCTK Bo3ayxa oT 30 go 75 %, 6e3
06pas3oBaHusa KOHAeHcaTa, Npu atMoctepHom gasneHmn ot 200 go 1500 rMa. TemnepaTypa He A0/MKHaA
npesbiwaTh +45°C BO n3bexaHue gethopmayum n3aenmnia.

11 CPOK CNYXBbl (TOAHOCTWN) 1 YKASAHUE HA 3ATPET UCIMNOJ1Ib3BOBAHWA
MEOVUMHCKOIO U3AEJINA MO NMCTEYEHWIN CPOKA CNYXEbl (TOAHOCTN).

CpoK rogHOCT! MeAWLMHCKOTO U3aenns cocTaBnseT 5 neT ¢ AaTbl NPOVU3BOACTBA.
He ncnonb3oBaTh M3eNNs MO UCTEYEHUUN CPOKA FOAHOCTU

12 MOPAAOK OCYWECTBNEHUA YTUNTN3AUNN MEAVLUNHCKOIO U3OETNA.

12.1 ¥YnakoBKy yTUnM3npyoT B MecTa c6opa 6bITOBOro Mycopa.

MpumedvyaHune - [naPoccuiickol ®efepauun ynakoBky HOBOro U3fenuns yTuansnpyoT B
cootBeTcTBUM ¢ CaHlMunH 2.1.7.1322 «urneHnyeckne TpeboBaHWS K pasMeLleHUt0 n 06e3BpeXXMBaHUI0
OTXO0/0B MPOU3BOACTBA U NOTPEBNEHUSA».

12.2 Wcnonb3oBaHHble U3aenusa 06e33apaXxuBaloTca W YTUAUSUPYKOTCA B COOTBETCTBMU C
TpeboBaHNAMN MeCTHbIX OpraHu3auuin n npasunaMy yTuaMsauny B JaHHOM pernoHe. JononHUTENbHYO
NH(popMaLMI0O O Jatax M MecTax, B KOTOPbIX LEeHTPa/M30BaHHO MPOU3BOAUTCA YTWUAM3AUUA, MOXHO
MONYYnUTb B MECTHbIX OpraHax BNacTu Wan B OpraHu3aluu, 3aHMMaroLenca yTuamsaunein mycopa.

MpumeyvyaHnwune - Ona Poccuickoin degepaumm yTUAN3aLmo U3LeNNIA, NCNONb30BaHHbIX B
NHPEKUMOHHOM OTAEeNeHMn MeauumHckoro JIMY ocyuwecTBnalT B MNOPALKE, MPeLyCMOTPEHHOM
CaHluH 2.1.7.2790 «CaHUTapHO-3NNAEMNONOTNYECKMe TpeboBaHMA K 06palleHno ¢ MeAULMHCKUMM
oTxofamu» Ana 0TX0A0B Knacca b (3nnaeMmnonornyeckn onacHble 0TXoAbl).

12.3 MepepaboTKy M yTUAN3ALMIO HEUCMONb30BaHHbIX WU3L4eNnii Nocne NCTeYEeHNs CpOKa ro4HOCTH
NMPOBOAAT B COOTBETCTBMM C TpebOBaHUAMM YTUAM3ALUN ANUAEMUNONIOTUYECKN 6€30NacHbIX 0TXOL0B.

MpumeuvaHwune - OnaPoccuiickoin depepaymmn B Lensx nNpeaoTBpalleHns 3arpsasHEHHOCTM
OKpY>XatoLLleil cpefbl BCE OTX0Abl, 06pasytowmeca npu yTunmsaunm nsgenuia, nognexar obsasaresibHOMy
cbopy c nocneayrowein ytuamnsaymei, B yCTaHOBIEHHOM MOPAAKE M B COOTBETCTBMMU C AEeACTBYHOLW MMM
TpeboBaHMAMM N HOPMaMU MECTHOM HOPMAaTWMBHOM AOKYMEHTauuwW, B TOM 4YuCie, B COOTBETCTBUMU C
CaHlNuH 2.1.7.2790 «CaHMTapHO-3NUAeMNONOTMYeCcKe TpeboBaHMA K 06palleHnto ¢ MeAULUHCKUMU
oTxofamu» AN 0TX0L4OB Knacca A.

12.4 MockonbKy HOPMaTWBHbIE JOKYMEHTbI MO YTUAM3ALMU MOTYT OT/IMYATHCA B pPasHbIX CTpaHax,

‘;5000uMPMM@TN?b@EIﬁMIhhA@gVV‘VIV’WEUSZDﬂVﬂD‘ZURARﬁOau"'aVITer K YNO/IHOMOYE€HHOMY npeacTaBUTENO WU3FOTOBUTENA B PO

n
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OO6LLEeCTBO C OrpaHMYeHHON OTBETCTBEHHOCTbIO «HOHMKOpHMea» (OO0 «HOHMKopHMea»), 192019, r.
CaHkT-lMeTepbypr, MenbHuMuYHaa ynuua, 18 nut. A, E-mail; info@unicmed.ru (Ten. 8 (812) 702-33-04).

13 TEXHNYECKOE OBC/TY XNUBAHWE N PEMOHT

He npegycmMoTpeHo.

14 rapanTuiineie OBASATE/IBCTBA

KomnaHua L3saHcy CytoH Meankan Matupuanc Ko.. Jitg. (Jiangsu Suyun Medical Materials Co.,
Ltd) npuHMMaeT Ha ce6a rapaHTuiiHble 0653aTeNbCTBA B OTHOLIEHUM MEAULMHCKOrO Wu3fenns no
OTCYTCTBUIO [ePeKTOB U COOTBETCTBUIO 3asB/IEHHbLIM MPOU3BOAMTENIEM XapaKTepUCTMKAM B TeuyeHue
CpoKa rogHoCTW, Npu CO610AEHNN YCNOBUIA, YKa3aHHbIX B MUHCTPYKLMUMN MO NPUMEHEHMIO.

MpounsBoguTenb He HECET OTBETCTBEHHOCTW 3a TMOBPEXAEHWS WAM HecyacTHble Ccny4vyau B
pesynbTaTte HenpaBMILHOTO WCMONb30BaHUS, OWMOGKM NONb30BAaTENs WM BHEWHMX Ype3BblYaHbIX
cutyaumidi. Mo Bonpocam KayecTBa NpoAykuuMy obpawjainTecb K YMNONHOMOYEHHOMY MpefCcTaBUTENHO
Npon3BOANTENS.

15 PEKJTAMALWA

B cnyuae BbifiBNeHMsA 6paka paspaboTtumk n npoussogutens Li3aHcy CytoH Megukan Matupuanc
Ko.. ita. (Jiangsu Suyun Medical Materials Co., Ltd) no agpecy MeanumnHcknin nepeynok 2 1, PeHMUH
Poya, 222002, NaHbloHbraH, Kutalickas HapogHasa Pecny6nuka (No. 1 Medicine Lane, Renmin Rd.,
222002 Lianyungang, People's Republic of China) rapaHTupyeT KadecTBa usgenus. MNMpu o6HapymceHUm
6paka obpawyariTecb K ynofIHOMOYEHHOMY MNpeacTaBuTento B Poccuiickoin defepaunu.

YNONHOMOYEHHbIN NpeAcTaBUTeNb paspaboTyumka n NpousBoauTens B Poccuiickoin depepaymm -
O6LWecTBO C OrpaHNUYEHHOW OTBETCTBEHHOCTbIO «HKOHMKOpHMeA» (OO0 «HOHMKopHMea»), 192019, r.
CaHkT-IMeTepbypr, MensHU4YHaa ynuua, 18 nut. A, E-mail; info@unicmed.ru (ten. 8 (812) 702-33-04)-
OCyLLeCTBAAET NPUEM peKnaMaLuii.

BpakoMm He cumTaeTcs HapyLleHUs U3fenns, NonyyYeHHble NpW aKCnayaTauMn U HeEOCTOPOXHOM
obpaleHun.

16 MEPEYEHb MEXXAYHAPOAHbLIX HOPMATVBHbIX JOKYMEHTOB
ISO 15223-L2016 «YcTpoicTBa MeAWUMHCKME. CKMMBOSbI, WCMONb3YEMbIE Ha  Ap/blKax
MeANLUUHCKMX YCTPOMNCTB MNpM MapKMpPOBKE WM B NpeAoCTaBNseMoi uHgpopmauyun. Yactb 1 O6uwume

TpeboBaHNS»
ISO 11135;2014 «Ctepunusauma MeaAUUMHCKMX un3aennin. Okcupg 3TuneHa. TpeboBaHMA K

pa3paboTKe, BaMAaLun 1 TeKyLLEeMy KOHTPO/IO MpoLecca CTepunn3aumn MeguuuHCKNX n3nenmii»

12



