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INSTRUCTION FOR USE

Sample container and sampling spoon
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1. DESCRIPTION

Samoie container

» Made of transparent plastic, the filter is installed at the bottom.

»  Two-layer filter, in the first layer afiltration hole with a diameter of 2 mm, in the second
layer a hole with a diameter of 250 microns.

e Cover color; white-green.

CAP

Double
filter

Vertical filtration
compartment

Figure 1. Sample container

Sampling spoon for feces specimen collection

» Used for sampling.

« Ifyou press the button on the end ofthe spoon, the front part is automatically reset.
* Convenient for intake, a certain (fixed) amount of sample.

e Color spoons: white and green
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2. DESIGNATION and INDICATION

The product is intended for sampling and preparation of stool samples for further research in

laboratories and clinical diagnostic departments of medical institutions.

3. CONTRAINDICATIONS AND SIDE EFFECTS

There are no contraindications and side effects at this time.

4. PRECAUTIONS

Take one spoon for forming stool and thin pasty stool. Take 4 spoons for liquid stool.
Preferentially pick the part with blood or mucus, etc. Don’t mix with water and foreign matter.
Keep the bottle exterior clean.

Please consult healthcare provider before use.

Biological safety

Feces sample maybe a potential pollution source.

Consumables and waste fluid which contact feces sample are should be disposed according to

local law.
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5. INSTRUCTION FOR USE
1 Tearthe bag
2. Sampling
3. Putinto the container
4. Keep the container exterior clean
5. Push the white thin rod at the tail, the spoon head and handle would separate
« W 4
1 Take appropriate amount 2. Especially take specknen 3. Insert the spoon into the
of speamen. with btood or mucous. container.
4. Active the separation. 5. The spoon will separate 6. Close the cap and send

automatically. for test.

6. SYMBOLS ON PACKAGE
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Jon individual package

lecfrep
II VD

CC

Consumer and group package

REF

LOT:
EXP:

QTY:

1J

ECjREP!

VD

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Manufacturer

Authorized representative in EC

MD for In vitro diagnostics

CE marking

For single use

Ref number

Lot number

Expiry date

Quantity

manufacturer

Authorized representative in EC

MD for in vitro diagnostics
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| C CE marking

| LOT: Lot
/ E X P : Expity date
]. QTY: Quantity

7. GUARANTEED BY MANUFACTURER VALUES OF MAIN PARAMETERS, CHARACTERISTICS

(FEATURES) OF MEDICAL DEVICE.

Parameters of Feces specimen collection bottie

Overall dimensions, mm Collar diameter-25+2, Height-79+2
Volume, ml, not less than 12
Weight, g. 20.7+2

Parameters of sampling spoon

Color White and green

Overall dimensions, mm Length-156+2, Width-12 +2
Cup volume, ml, (for water). 0.4-0.5

Weight, g, 5.0+£0.5

8. CONDITIONS FOR TRANSPORTATION, STORAGE AND OPERATION. SHELF LIFE.

The product is transported by all types of closed vehicles, in accordance with the rules of
transportation of goods, acting on this type of transport, during transportation should be

protected from strong shocks, rain and direct sunlight.
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Transportation and storage

Aperature 10-55" C
mospheric pressure 50,0kPa -106,0kPa
Relative humidity Must not exceed 85%
Operation
1 Temperature 15-300 C
Atmospheric pressure 66.0kPa -H06.0kPa
Relative humidity Must not exceed 70%

Shelf life 24 months.

9. WARRANTY OBLIGATION
All questions related to the operation and quality of the product can be addressed to the
Authorized representative of the manufacturer in the territory of the Russian Federation.
The manufacturer guarantees that the product meets the requirements of the standards and
documentation of the manufacturer under the conditions of transportation, storage, operation.
The manufacturer shall not be liable for any damage or damage caused by the use of the
product until proven guilty.
The manufacturer shall not be liable for any damage or damage caused by the use of the
product after the expiry date indicated on the packaging.
For questions about the quality of a medical product, manufactured by Xiamen Sciendox
Biological Technology Co., Ltd, China, please contact:

REAL CARE LLC
111524, Moscow, Perovskaya street, house 1, building 10, floor 2, room VIl room 3

Telephones; +7(495)234-57-31
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10. POTENTIAL USERS

Bient (during samples collection).
jical laboratory technician (laboratory assistant) or other specialist. Operators must be

ained (during sample processing together with Feces sample liquefaction processor Sciendox

"A.
11. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF MEDICAL DEVICES

Not applicable.

12. FOR THE DISPOSAL OR DESTRUCTION OF MEDICAL DEVICES.

Unused expired products can be disposed of in accordance with medical waste disposal

requirements.

In case of clinic, warehouse, etc. medical device is utilized/destructed in accordance with

medical waste circulation rules of SanPin 2.1.7.2790-10 dated 12.12.2010 «Sanitation and

epidemiological requirements for medical waste circulation»

Medical waste class B.

Adhere to national regulations when disposing or recycling the product, its components and its
packaging.
13. THE NAME AND LEGAL ADDRESS OF THE MANUFACTURER OF MEDICAL DEVICES AND

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RF:

MANUFACTURER:

Xiamen Sciendox Biological Technology Co., Ltd, China
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MepeBog c KWUTaiCKOro M aHrMNMNCKOT0 A3bIKOB Ha pyCCKVIVI A3bIK

YAOCTOBEPEHWE MNMOAJ/TMHHOCTI

KnTancKnin KOMUTET COIENCTBUSA PasBUTUIO
BHeLlHen Toproenn (CCPIT)

KuTalicknii KOMUTET COAECTBMS Pa3BUTUIO BHELLIHEI TOPrOBAN SBSIETCS
ManaToii MeXayHapoaHOW ToproBan Kutas
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KnTainckuin KOMUTET COAENCTBUSA Pa3BUTUIO BHELLHE TOPrOB/N

Manata mexayHapoaHoi Toproenn Kutas
/WTamn: KuTaickuii KOMUTET COencTBUSA
pasBMTUIO MeXayHapoaHo Toprosin CCPL1T/

Y pocTtoBepeHue nog/IMHHOCTY

/QR-kon/
Homep: 203502A0/003542

HacToAwmm noaTeep)kaaeTcs, 4To nevarb KomnaHum Xiamen Sciendox Biological
Technology Co., Ltd. (CnamaH CaiHgokc bruonorukan TexHonomku Ko. J1ta) Ha
npunaraeMomM foKyMeHTe SBNSAETCS NOA/IMHHOMN.

/®parMeHT nevatn: Kutaickmin KoMuteT
COAENCTBUA Pa3BUTUIO MEXAYHAPOAHOW TOProB/n
(CCPIT), yooctoBepeHve No4/IMHHOCTH,
creymanbHas neyarb 419 yA0CTOBEPEHMS
KOMMepYeCKnxX AOKyMeHTOB (9)/

/TucHeHas neyatb: KMTaNCKNIA KOMUTET COAENCTBUA Pa3BUTUIO MeXAYHapOLHOM
Toprosnn (CCPIT), yaocToBepeHune NOA/IMHHOCTK, CnelnanbHas neyarb 4
YOOCTOBEPEHNS KOMMepUYeCcKux AoKyMeHToB (9)/

KnTancknMin KOMUTET COAeCTBUA PasBUTUIO

BHELIHEN TOProBnun

/MeyaTb: KUTancKnii KOMUTET COAENCTBUA

pasBUTUIO MexayHapogHoi Toproenn (CCPIT),

Y0CTOBEPEHNE NOAMHHOCTY, CreyuasibHas

neyartb A/19 Y4OCTOBEPEHNSA KOMMEPYECKNX

lOKymeHTOB (9)/

Moanmch yNnonHOMOYeHHOro nmua: /nognunce/
Uy YaosaH

Hata: 6 nona 2020 .

Be6-caiiT ans npoBepKM yA0CToBepeHns nogamnnocTu: httD:/iwww.rzcepit.com/validate.html
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Xiamen Sciendox Bioloqgical Technologv Co.. Ltd. (Cnaman CaiHpgokc Bunonormkan TexHonoaxu Ko. fita)

TexXHNUYEeCKUNn AOKYMEHT - (MMHCTPYKLUS NO NpUMeHeHU) PacxogHble maTepuanbl CtpaHunua 1 n3
Sciendox Aonsa aHanu3a Kana; eMKOCTb aNnA cbopa o6pas3yoB Kana, ioxedyka ana cbopa 10
ob6bpa3yoB kana, npobupka ogHopasoBasa naacTukosan AnsA dunbTpaTa

MoprotoBun UxaH ®aHM3 CoTpyaHuk otgena HNOKP /Moanuncek/

MpoBepun UYX3H JINHAWH 3amMecTUTeNb reHepasbHOro AnpekTopa /Moanuce/

ytBepaun UXaH JTnHAUH 3amecTuTeNlb reHepanbHOro gupekTopa /Mopnuce/
Meuatb: Xiamen Sciendox Biological Technology Co., Ltd. {CnamaH CaiHaokc buonormkan TexHoNnomxm
Ko, /iTa)

®parmeHT nevatn: Kutaickuii KOMMTET COAENCTBMA Pas3BUTUIO MexayHapogHoi Toprosnu (CCPIT),
y[OCTOBEpPEHME MOAJ/IMHHOCTY, CreupasibHasn neyarb 418 y40CTOBEPEHUSS KOMMEPYECKUX [OKYMEHTOB (9)

MHCTPYKUUA MO NPUMEHEHMWUIO

EmMKoCTb ona cb6opa o6pa3LoB Kasna v noxedka ans cbopa obpasuyoB kana

CopepxaHune

1 OMNMNCAHWE 2

2. HA3HAUYEHWE N NMOKA3AHNA 3

3. MPOTUBOMOKA3AHNA N TMOBOYHbBIE PP PEKTDI 3

4, MPEAYMNPEXAOEHUWA 3

5. MHCTPYKLUWWN TTO MPUMEHEHWIO 4

6. CMBO/Ibl, NCMONb3YEMbIE ONA MAPKNPOBKW 5

7. FTAPAHTUPOBAHHBLIE MPON3BOAVNTENEM 3HAYEHWA 7
OCHOBHbIX MAPAMETPOB, XAPAKTEPVUCTUK (CBOWCTB)
MEONUMNHCKOIO N3AE/TNA

8. ycnoBud TPAHCINOPTUPOBKWN, XPAHEHUNA U 7
MPUMEHEHWNA. CPOK TrOAHOCTWU

9. FAPAHTUVHBIE OBA3ATE/IbCTBA 8

10. NOTEHUWMANBbHBIE NMOTPEBUTENN 9

11. TPEBOBAHUNA K TEXHNWUECKOMY OBCNYXVUBAHUIKO U 9
TEKYWEMY PEMOHTY MEOVNUWNHCKUX N3OENNA

12.  TPEBOBAHUA K YTUNU3ALWNN NN YHUUTOXEHUIO 9
MEOVWUWHCKUNX U3AENNN

13. HAMMEHOBAHWE N AQPEC NPON3BBOANTENA 9

MEOAWLUMNHCKOIO YCTPOWUCTBA N YNMOTHOMOYEHHOTIO
MPEOCTABUTENA MNMPOU3BOANTENA B PP

14.  YMNONIHOMOUYEHHbLIN NPEACTABUTE/bL NPOU3BOAUTENS 10
HA TEPPUTOPUUN POCCUNCKOWN ®EAEPALNN
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1. ONMNCAHME

EmMKocTb a1 cb6opa o6pas3yoB kana

EMKOCTb M3roTtoB/fieHa U3 Mpo3payHOlii MnjacTMacCbl, B HWKHERH uvactu
yCTaHOB/EH PUIbTP.

[OBYXCNOWHbIA  (bnnibTp, B NEepBOM  c/ioe  (hpunbTpaunoHHOe OTBepcTue
AnamMeTpoM 2MM, BO BTOPOM CJ/ioe OTBepcTune gnameTpom 250 MKM.

LiBeTOBOE MCMNOJ/IHEHUE KPbILKU: 6eno-3efieHoe.

Kpbliwka

[BoliHoij
domnbTp

Orcek
BEPTVKasIbHOM
dmnbTpaummn

PucyHok 1. EMKoCTb 151 c6opa 06pa3LoB Kana

Noxeuka ana céopa obpasuoB Kana

Mcnonb3yetcsa ans céopa obpasuya kKana.

Ecnn HaxaTb Ha KHOMKY Ha KOHLE JI0XKEeYku, NnepegHss yacTb aBTOMaTUYeCKU
cbpacbiBaeTcs.

Yno6Ho ans cbopa onpeneneHHoro (MKCMpoBaHHOIO) KonnyectBa o6pasua.

LiBeTOBOE MCNOJ/IHEHUE JIOXEYKU; 6eno-3eneHoe.
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2. HASHAYEHWE N MOKA3AHUNA

N3penvie npegHa3HavyeHo Ansi c6opa 1M NoaroToBkM 06pasuoB Kana as1si nocrenytoLero

nuccnefoBaHus B YC/IOBUSIX NabopaTopuii U K/IMHUKO-AMArHOCTUYECKMX OTAeNeHWi
MEANLMHCKNX YUPEXOEHUIA.

3. NMPOTUBOINMOKA3AHVA VN MOBOYHbIE SO PEKTbI

B HacTosiwee BpemMsi U3BECTHbIX MPOTUBOMNOKa3aHWM K WUCMOMIb30BaHUIO M MOGOYHbIX
3 (heKkTOB HET.

4. NMPEAYMPEXOEHWA

Bo3zbmuTe 1 N10XKY 0hOpMSIEHHOTO WM NONyoPOpPM/IEHHOrO CTysla. Bo3bMuUTe 4 NIOXKA
XXUOKOro ctyna.

Mpu HanuuMM, BO3bMUTE 4YacTb C KPOBbI, CM3bIO U T.4. He cmelwvBaiiTe obpasey C
BOZOV W APYTUMU XXULKOCTSIMU.

CneauTte, 4TOObI BHELLHSIS TOBEPXHOCTb EMKOCTM A8 cbopa Kasia Oblia YACTOMN.

Moxanynicrta, MNPOKOHCY/IbTUPYATECH C MOCTaBLMKOM MEAULUMHCKUX YCyr nepep,
NCMONb30BaHNEM.

Buonornyeckasa 6e30MacHOCTb
O6pasel, kana ABAAETCA CKPbITbIM MCTOYHVUKOM 3arpsA3HEHUA.

PacxogHble maTepuvasibl U OTpa6OTaHHbIe BelwecTBa, KOTOpPble BXOAAT B KOHTaKT C
06pa3LI,OM, AO0J/DKHbI UCMOoJ/1Ib30BaTbCA B COOTBETCTBUN C MECTHbIM 3aKOHOOATE/IbCTBOM.
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5. MHCTPYKUMA MO UCMNOJIb3OBAHNUIO

1. BckpoiiTe ynakoBky

2. Cobepute Kan

3. OnycTnTe NOXeUKy C COAEPXUMbIM B EMKOCTb /151 CO60pa 06pas3LoB Kana
4

. Cneante, 4TOObI BHELIHAS NOBEPXHOCTb EMKOCTU AJ11 c60pa 06pa3LoB Kana Obiia
yncToi

5. HaxXmunte Ha 6enyro KHOIMKY Ha KOHLLE JTOXEUKN, NnepeaHAana 4aCTb JTOXEUKN
aBTOMaTnyeckmn C6pOCI/lTCFI.

>
1 Bosbmute 2. Mpu HanuMK, BO3bMUTE 3. OnycTuTe /I0XeuKy ¢
Heob6xoanmoe KO/IMYeCTBO YacTb C KPOBbHO W COAEPXMMbIM B EMKOCTb
obpasua C/IN3bIO Ansa cbopa kana
J
IP
> >
.I:
4 HaxmuTte Ha 6enyto 5 lMepenHAas yacTb 6- 3aKpoiiTe EMKOCTb
KHOMKY Ha KOHLE JIOXKeuUKu JIOXXEeUKN aBTOMaTU4YeCKu KUWKOM 1 OTnpaBbTe Ha
cbpocuTtcs. aHanu3
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6 CUMBO/Ibl, MICMONL3YEMBIE ANA MAPKUPOBKMU

M3roTtoButenb
M i
EC REP

YNo/IHOMOYEHHbI NpeacTaBuTens B EC

MeanuuHckoe nsgenve Ans ANarHocTUKK in vitro

VD

Mapknposka CE

cC
3anpeT Ha NOBTOPHOE NpUMeEHeHue
Homep no karanory
REF
Ko naptun
LOT ;
EXP Cpok rogHocTHn
QTY: KosinyecTBO B yNnakoBKe
M3rotoBurtesb
YNOMHOMOYEHHbIV npeactaButesib B EC
| EC REP
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IVD

MeauuuHckoe usgenve Ans AVarHocTykY in vitro

g3

Mapkupoeka CE

3anpeT Ha NOBTOPHOe npuMeHeHue

Bepeus ot Bnaru

%
*

He ponyckate BO30eiCTBUA CONHEMHOrO cBeTa

TpaHcnopTHasa ynakoska

Xpynkoe, obpawaTeCa OCTOPOXKHO

Bepx

T

Bepeus oT BRNaru

'
&

He ponyckaTte BO3AEHCTBNA CONHENHOrO CBETA

wl

WsroTtoeutene

m
(8]

REP|

YnonHoMoueHHbIA npeactasutens B EC
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VD

Mapknposka CE

Koa naptumn
LOT
EXP Cpok rogHocTu
QTY : KonuyecTtBO B yrnakoBke

7. TAPAHTWPOBAHHBIE NMPON3BOANTENEM 3HAYEHWNA OCHOBHbLIX
MAPAMETPOB. XAPAKTEPVCTWK (CBOMNCTB) MEANLIIHCKOTO
N3AENNA

MapameTpbl éMKOCTWN /19 c6opa o6pas3LoB Kania
MabapuTHble pa3mMepbl, MM OvnameTp o6oaka- 25+2
BbicoTa - 79+2

HoMuHabHbI 0O6bEM, M/1, HE MEeHee 12

Macca, T. 20,712

MapameTpbl NOXe4vkn Ana c6opa ob6pas3yoB Kana

LiBeTOBOE UCMOJIHEHNE Beno-3eneHoe

FabapuTHble pasmMepbl, MM OnHa - 156+2
WurpunHa-12+2

O6bem vaweyku (No Boge), Mn 0,4-0,5

Macca, T. 5,0+0,5

8. YC/ZIOBUSA TPAHCMOPTUPOBKU, XPAHEHNA U MPUMEHEHUSA. CPOK
roAHOCTU
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N3penve TpaHCNOPTUPYETCS BCEMU BUAAMU 3aKpbITbIX TPAHCMOPTHbIX CPeACTB, B
COOTBETCTBMM C MNpaBWIamMu MNepPeBO30K [Py30B, AEVCTBYHOWMUMM Ha [AaHHOM BuAe
TpaHcnopTa, BO BpPeMsi TPaHCMOPTMPOBKU [O/MKHO ObiTb 3alULIEHO OT CUJIbHbIX
yA3poB, A0XAA U NPSIMbIX COTHEUHbIX JTyyei.

XpaHeHve 1 TpaHCNopTUPOBKa

Temnepartypa 10-55° C

ATmMocepHoe gaBfieHne 50,0 klMa -106,0kMa;

OTHOCUTE IbHAsA BNaXXHOCTb He pgoskHa npesbiwaTtb 85%
akcnnyarauusa

Temnepatypa 15-30° C

ATMoOCepHOe gaBneHve 86,0 klMa -106,0kMMa;

OTHOCKTe/NIbHasi BaXHOCTb He pomxHa npeBbiwatb 70%

Cpok cocTtaBnifieT 24 mecsaua.

9. TAPAHTUMHBLIE OBA3ATE/IbCTBA

Bce Bonpockl, CBs3aHHble C (DYHKUMOHUPOBAHMEM W KA4yeCTBOM W3Aennsi, MOryT 6biTb
aapecoBaHbl YNO/THOMOYEHHOMY NMpeACcTaBUTENIO NPOU3BOANTENSI Ha TepputTopun POD.

Mpoun3BoanTelb rapaHTUPYeT COOTBETCTBME W3AE/INsi YCTAHOBJ/IEHHbIM TpeboBaHMAM
CTaH4apTOB U AOKYMEHTauMu  npou3BoguTenst Npu  COGMOAEHUM  YCIIOBWIA
TPaHCNOPTUPOBAHUS, XPaHEHUS, SKCMyaTaLymm.

MpounssoauTe/lb He HeCceT OTBETCTBEHHOCTM 3a KakoWh-fiMbo NpUYMHEHHbIN yuwep6 win
NoBpeXaeHNsa Npu UCnosib30BaHUM N3a4eNns, rnoka He 6yaeT AoKa3aHa ero BuHa.

Mpon3BoanTENlb HE HECET OTBETCTBEHHOCTM 3a KaKOW-IMGO MPUYMHEHHbIV yliep6 mum
NOBPEXAEHUS!, BbI3BaHHbIE WCMOMb30BaHVEM UW3Ae/Us  MOC/le  WUCTEYEHMs1 Cpoka
rofIHOCTW, YKa3aHHOro Ha YnakoBKe,

Mo Bonpocam KayecTBa MeAULMHCKOro usgenus, npomsBoacTBa Xiamen Sciendox
Biological Technology Co., Ltd (CuamaH CaliHgokc Buonormkan TexHonogxu Ko
NTa), Kutan, obpawarbcsa no agpecy:
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O00 «PEA K3oP»
111524, MockBa, yn. NMepoBckas, 4. 1, ctp. 10, 2-oin aTtax, nom. VII, komn. 3
Ten. +7 495 234-57-31

FO.MOTEHUMNANNIbHBLIE NMOTPEBUTENN
Cobop o06pa3uoB Kajla B EMKOCTb C TMOMOULbH JIOXEYUYKM  OCYLLEeCTB/iseTcs
HenocpeacTBEHHO NaLVEHTOM.

Janee emkocTb Ana cb6opa o6pasLoB Kasia MCMOJIb3YT MeAUUUHCKNE PabGOTHUKU
K/TMHUKO-ANArHOCTUYeCKUX flabopatopuii U Apyrux MeAULMHCKUX  YUpPexOeHWUi,
npowegline noAroToBKy W O3HAKOMUBLUMECH C COOTBETCTBYIOLWEN WHCTPYKUMEN
(MegmuuyHCKnii nabopaTtopHbIi TeXHUK (dhenbaep-1abopaHT) UM MHOM cneumasnine).

11. TPEBOBAHMA K TEXHWYECKOMY OBCYXUBAHUIO U TEKYLLEMY
PEMOHTY MEAULNHCKNX U3LENNIA

He npumeHnmo

12. TPEBOBAHWSA K YTUNUIALUN AN YHUUTOXEHUIO MEAVNLIMHCKUX
N3O0ENNI

Heucnonb3oBaHHble  MU3AeNMUS C  WUCTEKIWMM  CPOKOM  TFOAHOCTM  MOryT  ObiTb

YTnan3npoBaHbl B COOTBETCTBUUN C Tpe6OBaHI/IFIMI/I K ytunansauun megnunHCKuX
OTXOA40B.

B ycnoBusx cTtauymoHapa, ckiaga v T.n., npM Heo6XxoAnMMOCTU, MeauLVHCKoe ulgenve
YTUIN3NPYIOT U YHUUYTOXAT B COOTBETCTBMM C MNpaBuamMu  obpaweHuna
MeAVUMHCKUMKW OoTXodamMu, KoTopble pernameHTtmpytotca CaHlmH 2.1.7.2790-10 ot
12.12.2010 «CaHuTapHO-anuaeMnosiormyeckme TpeboBaHUS K OOpalleHnio C
MeOULMHCKAMW OTXO4aMun».

MegunuymHckmne otTxoabl Knacca b.

MpuaepxmBaliTecb HaUuMOHa/IbHbIX CTaHAAPTOB MpU Nepeaaye N yTuansaumm u3nenus,
€ro KOMMOHEHTOB U YMNaKoBKMW.

13. HAMMEHOBAHWE N AQPEC NMPON3BBOANTENA MEAVNUUVHCKOTIO
YCTPOWCTBA N YNONHOMOYEHHOIO NMPEACTABUTENS
MPOU3BOANTENA HA TEPPUTOPUN POCCUNCKOW ®EAEPALNN
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d MpoussoauTen;
Xiamen Sciendox Biological Technology Co., Ltd,
(Cnaman Cainpgokc buonorukan TexHonoaxu Ko., Jita), Kutain
Room 402, Building 3, Ne2054 of Wengjiao West Road, Haicang District 361006
Xiamen, Fujian, People’s Republic of China (KHP, npoeuHuua ®yusaHe, r. CAM3Hb,
361006, p-+ XaiiuaH, yn. 3anagHan BaHy3sao, Ne 2054, c1p. 3, nom. 402)

MecTo nponssoacTBa:

Xiamen Sciendox Biological Technology Co., Ltd,

(Cvwaman CaitHgoke buonorukan TexHonomku Ko Nita) Kuran

Room 402, Building 3, Ne2054 of Wengjiac West Road, Haicang District 361006
Xiamen, Fujian, People’s Republic of China (KHP, nposuHuua ®yussHb, r. CAM3Hb,
361006, p-H Xanuan, yn. 3anagxan BaHlano,

Ne 2054, ctp. 3, nom. 402)

14.YNONHOMOMEHHLIA NPEACTABUTENDL NPOU3BOAUTENA HA
TEPPUTOPUU POCCUACKOWN ®EAEPALINIA:

000 «PEAN KOP»
111524, Mockea, yn. Nepoeckasn, a4. 1, cTp. 10, 2-oi atax, nom. VI, komH. 3
Ten. +7 495 234-57-31

Tleuats: Xiamen Sciendox Biological Technology Co., Ltd.
(Crnaman Caitunoxc Bronorukan Texuonomku Ko JIta)/

10110
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BCEIro NPOHYMEPOBAHO, MPOLWINTO

N CKPETMJIEHO MEYATbLIO

10 CTPAHWNL],

Jata 03.07.2020

Mognucek /Mopnucek/

MeyaTb:

Meuvatb: Xiamen Sciendox Biological Technology Co., Ltd.

(CnamsH CainiHgokc Buonornkan TexHonomxku Ko J1ta)

MNepeBof BbINOHW/IA NEPEBOSUNK
ManTknHa AHnHa OneroBHa
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Poccuiickaa deaepayuns

Mopog MockBa.

[Bajuartoro niona gsBe TbicAYN ABAALATOrO roja.

A, WwuHrapeBa [uaHa BanepbeBHa, BPEMEHHO WCMNOMHAKOLWAA 0683aHHOCTU HOTapuyc]
ropoga Mocksbl LUalikeBud Mapun J1eOHWAOBHbI, CBUAETENbCTBYIO MOA/IMHHOCTL MNognu(
nepesogunKa MANTKMHOM AHUHBLI ONEeroBHbI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NognucaBLLero JOKYMEHT YCTaHOB/EHA.

3apeructpmpoBaHo B peecTpe 3a Ne77/710-H/77-2020- " -
B3bICKaHO rocyfapcTBeHHOM nowunHbl (No Tapudy): 100 py6. 00

YnnayeHo 3a 0KasaHue yc/yr npaBoBOro U TeXHUYECKOro xapakrepa

[.B. WnHrapesa
(w 1i

MpoLLHYypoBaHo, MPOHYMEPOBAHO U
CKpen/ieHo neyaTblo 26 (aBafuaTh LLECTb) SINCTOB.

[.B. LLlnHrapesa
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Mna Council for the Promotion of International Trade
China Chamber of International Commerce

iEE: VANVAN
0
CERTIFICATE
NO. 203502A0/003539

THIS 1S TO CERTIFY THAT: the seal of XIAMEN SCIENDOX
BIOLOGICAL TECHNOLOGY CO., LTD. on the annexed DOCUMENT
is genuine.

Do
China Council Tas* ]
of 1nlermuii(k™il "o
W w Ww Avn
Authorized \
) Zhu Chaoyang
Signature:

Bffi: 2020707706B
(Date: Jul. 06, 2020)

IiIEOjjt5SiMIIHIj(: Website for verifying the certificate: http:/livww rzccpit. com/validate, html
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Xiamen Sciendox Biological Technology Co., Ltd

Technical Document ~ (Instruction for use) Single use materials Sciendox for feces

Prepared Fengmei Zhang R & D personnel fh
Verified Lingliiig Zheng Assistant General Manager
Approved Lingling Zheng Assistant General Manager \

INSTRUCTION FOR USE

Applied solution tube

Contents
O B 1 RS T O = 1 = I 1 1 RSOOSR 2
2. DESIGNATION and INDICATION ..ottt sttt ettt st st beebeeas et et e b e sbesbesbaeasensesseseeseesaesbestesteans 2
3. CONTRAINDICATIONS AND SIDE EFFECTS . oottt ettt nbe e san e s baesaeesre e 2
N o ST O N U I I 0 ] N1 TSR UPPPP 2
5. INSTRUCTION FOR USE ..ottt ettt ettt e ett e e et e e e et e e s te e e e ate e e ebeeeabeeeeabeeesbeeestteeassaeesaneesasaeanes 3
IVTIXTIIN G ..ottt e e ettt e et e e et e e e b e e et e e e abbeeaabe e e baeeeabeeaabe e e baeeesbesesbeseabeeeasbeseabeeebeeeesbeeaabasabeseenbeeebaeenteeens 3
FILTERING . ..ottt ettt et h et e e s b e et e e be e et e e st e s ae e s beesbe e beesbeenbeebeeabeeseesasesbeesbeesbeesbeenbeenreens
6. SYMBOLS ON PA CK AGE ...ttt ettt s s e s 1e e s bt sbe e be e abeeabeeabesasesbeeabeeeteesbeebeesbeenteesresnresreens 4

7. GUARANTEED BY MANUFACTURER VALUES OF MAIN PARAMETERS, CHARACTERISTICS

(FEATURES) OF MEDICAL DEVICE ...ttt 6
8. CONDITIONS FOR TRANSPORTATION, STORAGE AND OPERATION. SHELF LIFE......ccccoceeei. "
9. WARRANTY OBLIGATION .ot e 8
10. POTENTIAL USERS .ottt et e et e et e et nn et n s 8
11. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF MEDICAL DEVICES............. 8

12. REQUIREMENTS FOR THE THE DISPOSAL OR DESTRUCTION OF MEDICAL DEVICES 8

13. THE NAME AND LEGAL ADDRESS OF THE MANUFACTURER OF MEDICAL DEVICES AND
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1. DESCRIPTION
It is a plastic tube for one-time use, which is used for the treatment of feces with Sciendox

equipment and analytical instruments.

The product is intended for preparation of stool samples for further research in laboratories and

clinical diagnostic departments of medical institutions.

-Exclusive item for use with sample liquefaction processor and feces analysis system of

Sciendox,

- Cannot use when broken or contaminated

Picture 1 Applied solution tube

2. DESIGNATION and INDICATION

The product is intended for preparation of stool samples for further research in laboratories and

clinical diagnostic departments o f medical institutions.

3. CONTRAINDICATIONS AND SIDE EFFECTS

There are no contraindications and side effects at this time.

4. PRECAUTIONS
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siological safety
feces sample maybe a potential pollution source.

Consumables and waste fluid which contact feces sample are should be disposed according to

local law.

5. INSTRUCTION FOR USE

The device is used during sample preparation together with sample liquefaction processor

and feces analysis system of Sciendox
It is used during the Mixing & Filtration procedure.

At first the sample container with the biomaterial inside is placed at the dilution position in

the sample liquefaction processor Sciendox.

The container is punctured by needle and the saline is added to the bottle.

MIXINCIi

When the device finish adding fluid put the container to mixing position (pic.2). After that, it is
necessary to pull out the tongue for the applied solution tube, insert the tube into the special
opening and close the tongue to the stop (pic. 3). Start the mixing and filtering process from the

control panel.

Picture 2.Sample container in the position of mixing and filtration.
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The device mixes the sample according to the set parameters. The sample is mixed at high
speed for transformation into a homogeneous suspension. The standard number of mixing

cycles is 4.

I"Il. TORINCi

The finished suspension is fed into the applied solution tube under pressure, through a piston

mechanism (pic. 4), the standard filtration time is 4 seconds.

u/

Picture 4.Sample filtering

6. SYMBOLS ON PACKAGE

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



REF Refnumber

LOT: Lot number

EXP: Expiry date
QTY: Quantity

m I manufacturer

EC REP Authorized representative in EC
|V D MD for in vitro diagnostics

C € CE marking

For single use

f Protect from moisture

Do not heat
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Fragile, handle with care

Up

Protect from moisture

Do not heat
mJ Manufacturer
ecl rep Authorized representative in EC
IVD MD for in vitro diagnostics
C € CE marking
LOT: Lot
EXP: Expity date
QTY: Quantity

7. GUARANTEED BY MANUFACTURER VALUES OF MAIN PARAMETERS,

CHARACTERISTICS (FEATURES) OF MEDICAL DEVICE.
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Parameters of Disposable plastic tube for filtrate

Diameter - 14+1

Overall dimensions. mm Flange (collar) diameter 19+1
Height - 60x1.4
Nominal volume (until flange), ml, not more than

Weight, g 2.540.5

8. CONDITIONS FOR TRANSPORTATION, STORAGE AND OPERATION.
SHELF LIFE
The product is transported by all types of closed vehicles, in accordance with the rules of
transportation o f goods; acting on this type oftransport, during transportation should be
protected from strong shocks, rain and direct sunlight.

Transportation and storage

Temperature 10-55°C

Atmospheric pressure 50,0 kPa-106,0kPa

Relative humidity Must not exceed 85%

Operation

Temperature 1530°C

Atmospheric pressure 86,0 kPa-106,0kPa

Relative humidity Must not exceed 70%

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



lelf life 24 months.

9. WARRANTY OBLIGATION
/an questions related to the operation and quality ofthe product can be addressed to the
Authorized representative o f the manufacturer in the territory ofthe Russian Federation.
The manufacturer guarantees that the product meets the requirements o f the standards and
documentation ofthe manufacturer under the conditions o f transportation, storage, operation.
The manufacturer shall not be liable for any damage or damage caused by the use of the product
until proven guilty.
The manufacturer shall not be liable for any damage or damage caused by the use ofthe product
after the expiry date indicated on the packaging.
For questions about the quality of a medical product, manufactured by Xiamen Sciendox
Biological Technology Co., Ltd, China, please contact:

REAL CARELLC

111524, Moscow, Perovskaya street, house 1, building 10, floor 2, room VII room 3

Telephones; +7(495)234-57-31
10. POTENTIAL USERS
Medical laboratory technician (laboratory assistant) or other specialist.
11. REQUIREMENTS FOR THE MAINTENANCE AND REPAIR OF MEDICAL
DEVICES
Not applicable.
12. REQUIREMENTS FOR THE THE DISPOSAL OR DESTRUCTION OF
MEDICAL DEVICES.
Unused expired products can be disposed of in accordance with medical waste disposal

requirements.
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case of clinic, warehouse, etc. medical device is utilized/destructed in accordance with
[medical waste circulation rules of SanPin 2.1.7.2790-10 dated 12.12.2010 «Sanitation and

epidemiological requirements for medical waste circulation»

Medical waste class B.

Adhere to national regulations when disposing or recycling the product, its components and its
packaging.
13. THE NAME AND LEGAL ADDRESS OF THE MANUFACTURER OF
MEDICAL DEVICES AND AUTHORIZED REPRESENTATIVE OF THE

MANUFACTURER IN RF:

MANUFACTURER:

Xiamen Sciendox Biological Tech” n A
Room 402, Building 3, No. 2054 of Wen”atx'*e~rr?J~A NI Nicang District 361006 Xiamen,
Fujian, People’s Republic of China

Manufacturing site:

Xiamen Sciendox Biological Technology Co., Ltd, China

Room 402, Building 3, Ne2054 of Wengjiao West Road, Haicang District 361006 Xiamen,
Fujian, People’s Republic of China

14. AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION:
REAL CARE LLC

111524, Moscow, Perovskaya street, house 1, building 10, floor 2, room VIl room 3

Telephones: +7(495)234-57-31
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YOOCTOBEPEHWE MNOAJTIMHHOCTW

Kntanckmum KOMUTET COAENCTBUSA PasBUTULO
BHeLuHen Toprosnu (CCPIT)

KnTanckuin KOMUTET COLeNCTBUA Pa3sBUTUIO BHELLHEN TOProB/n ABNAETCA
Manatoil MmeXxayHapoaHoi Toproenn Kutas
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Kutancknin KOMUTET COAENCTBUA Pa3BUTUIO BHELLIHE TOProB/n

Manata mexayHapoaHou Toprosnn Kntas
/WTamn: KuTanckmii KOMUTET COAENACTBMSA
pasBuUTUIO MeXayHapogHol Toprosan CCP1T/

Y ocToBepeHue NoA/IMHHOCTH

/QR-kop/
Howmep: 203502A0/003539

HacToAwmm noATeepxxaaeTcs, Yto nevars kKomnaHum Xiamen Sciendox Biological
Technology Co., Ltd, (CuamaH CaitHgokc buonormkan TexHonomku Ko. Jita) Ha
npunaraemom [0KYMeHTe SIBNSETCS NOAMHHON.

/®parmeHT nevatn: Kutamckmin KOMUTET
COZENCTBUNA Pa3BUTUIO MEXAYHApPOLHOW TOProB/n
(CCPIT), yooctoBepeHue No4/IMHHOCTY,
creyuasibHas neyartb 41 Y40CTOBEPEHNS
KOMMepYeCKnx A0KYyMeHTOB (9)/

/TucHeHas neyvatb: KuTaCKnii KOMUTET COAENCTBUA PasBUTUIO MEXLYHAPOLHOM
Toprosnn (CCPIT), yaocToBepeHue NoAIMHHOCTY, creynasbHas nevars ais
YOOCTOBEPEHUSI KOMMEPYECKUX AOKYMEHTOB (9)/

KunTtaicknii KoMUTeT COaelicTBUS pas3BUTUIO

BHELW HEW TOProBnu

/MeyaTb: KUTaCKMii KOMUTET COAENCTBUA

pasBUTUIO MexayHapoaHou Toproenun (CCPIT),

YA0CTOBepeHne Noa/IMHHOCTK, cnelymanbHas

neyartb 4Ns YAOCTOBEPEHNSI KOMMEPYECKMX

AoKymeHTOB (9)/

[MoAnuchb YNOMHOMOYEHHOIO0 iMua: /nognunce/
UKy HaosaH

[ata: 6 nona 2020 r.

Be6-caiiT gns NpoBepKM yA0CTOBEPEHNS MOA/IMHHOCTM: httn://www.rzccDit.com/validatc.html
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Xiamen Sciendox Bioloqgical Technoloav Co.. Ltd. (CnamaH CaiiHgokc Buonorukan TexHonoaxun Ko. 1T4a)
TexHn4Yyecknint LOKYMeHT - (MHCTPYKUMSA Mo npumeHeHnto) OgqHopa3oBble maTepuanbl CTpaHuua 1 m3 2
Sciendox gna aHann3a Kana: eMKOCTb AN1A c6opa o6pa3uoB, Noxe4vka Anga cb6opa
ob6pa3yoB, Nnpobupka ana punbTparta

Mopgrotosun YxxaH ®aHMIM CoTpyaHuk otaena HNOKP Moanunce/
MpoBepun UK3H JTIMHNNH 3amMecTUTeNb reHepanbHOro aupekTopa /Moanuce/
YTBepaunn YXaH IMHNWNH 3amMecTuUTeNb reHepasbHOTO anpekTopa /Moanuce/

Meuatb: Xiamen Sciendox Biological Technology Co., Ltd. (CnamaH CaliHaokc bruonorvkan TexHoNomku
Ko. NTa)

dparmeHT neuvatu; Kutaickuii KOMWUTET COAEWNCTBMS pPasBUTUIO MexayHapogHoi Toprosnun (CCPLT),
y[OCTOBEpeHve NOAJIMHHOCTK, CrieupasibHan nevarb A1 YA0CTOBEPEHNS1 KOMMEePYEeCKMX JOKyMEHTOB (9)

NWHCTPYKUNA no NMPUMEHEHUIO
Mpobupka gna ounbTparta
CopepxaHune

l. OMUCAHME

HA3HAYEHWE U NMOKA3AHNA
MPOTUBOTMNMOKA3AHNA N NMOBOYHbBLIE S®PPEKTHI
MPEAYTMPEXOEHWA

WMHCTPYKUWW MO NMPUMEHEHWIO
MEPEMELUMNBAHWE

PNNBTPALNA

6. CMBO/JIbl, UCMNONMBb3YEMbBIE ANA MAPKUPOBKW

7 FrAPAHTUPOBAHHbIE NMPON3BOAWUTENIEM 3HAYEHUNA
OCHOBHbIX MAPAMETPOB, XAPAKTEPVCTVK (CBONCTB)
MEOAVNLUWNHCKOTIO U3AEJTNA

8 ycnoBuada TPAHCIMOPTUPOBKUN, XPAHEHNA U
NMPNMMEHEHWA. CPOK TOAHOCTN

9. FTAPAHTUMHBLIE OBA3ATE/IbCTBA 8
10. MNOTEHUWMANBHBLIE MOTPEBUTEJN 8

. TPEBOBAHNA K TEXHUYECKOMY OBCNYXXVUBAHWIO U 8
TEKYWEMY PEMOHTY MEAVNUWHCKUX N3OENNIA

12.  TPEBOBAHUSA K YTUIN3ALUN AN YHUYTOXEHMIO 8
MEANLNHCKNX U3LENNN

13 HAVNMEHOBAHWE VU AAPEC MNMPON3BOAVTENA 9
MEANUNHCKOIO YCTPOUCTBA N YITOJTHOMOYEHHOI O
NMPEACTABUTENA NMPON3BOAVNTENA B P®

14.  YNOJIHOMOUYEHHbIV NPEACTABUTE/Ib MPOU3BOAUTENA
HA TEPPUTOPUW POCCUVACKOWN ®EAEPALINN

oA W N

o o A W W N DNMNDNDN
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1. OMMCAHUE

MpeacTtaBnsieT CcoOOOM MNAAaCTUKOBYKO NPOOMPKY A1 O4HOPA30BOro  MNPUMEHEHUs,
KoTopass  uUCnosib3yeTca Anst o06paboTkm Kana obopygoBaHmem  Sciendox U
aHa/IMTU4YeCcKUMu npmubopamu.

N3penve npepgHasHayeHO ANA TMOArOTOBKM 00pasuoB Kasla Ans  nocreaytowero
nccnefoBaHUst B YC/IOBUSIX /labopaTtopuii U KIIMHUKO-ANArHOCTUYECKUX OTAEeNEHUI

MEANLIMHCKMX YUPEXAEHWIA.

- OKCK/MI03UBHOE u3Aenne ANns WUCMo/b30BaHUS C annapaTom Ans npo6ornofaroToBKu
06pa3L0oB 1 CUCTEMOI A1 aHa/M3a Kasa Npov3BoACcTBa KomnaHum Sciendox.

- He ncnonb3oBaTtb B cniydae noJ/ioOMKU nin 3arpAa3HeHns.

PucyHok 1. NMpobupka ogHoOpasoBas njacTtMkoBasi Ans ouibTpata

2. HABHAYEHWE M NMOKA3AHUNA

N3penve npegHasHayeHO QA1 NOATOTOBKM 06pasuoB Kana Anas  nocrienytowero
nccneaoBaHusi B YCNIOBUSAX /1abopaTopuii U KJIMHUKO-AMArHOCTUYECKUX OTAeNeHuiA

MEANLIMHCKNX YUPEXAEHWIA.

3. MPOTUBONMOKA3AHNA N MOBOYHbBIE S®PEKTbI

B HacToslee BpemMs WM3BECTHbIX MPOTUBOMOKa3aHUA K UCMONb30BaHUIO U MOGOYHbIX
3bPeKTOB HeT.

4. NMPEAYMPEXAEHWA

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Buonornyeckasa 6e30nacHoOCTb
O6pasel, kana siBNSeTCA CKPbITbIM NCTOYHUKOM 3arpsi3HEHUS.

PacxogHble martepvasibl U OTPaboTaHHbIE BELeCTBa, KOTOPblE BXOAAT B KOHTaKT C
06pasLIoMm, [LO/DKHbI YTUWIN3NPOBATLCS B  COOTBETCTBUM MECTHbIM
3aKOHOaTEe/IbCTBOM.

5. MHCTPYKLUWNA MO NCMNONb30OBAHNIO

YCTPOMNCTBO WCMNOMAb3YeTCA A8 NoAroToBKM 00pasuoB BMecCTe C annapartoMm And
npob6onoAroToBkM 006pa3LoB M CUCTEMOW AN aHa/m3a Kasla npouM3BOACTBa
KomMmnaHun Sciendox.

Micnonb3yeTcsa BO BpPeMsi CTaAun NepeMeLLnBaHns 1 ouibTpauun.

CHavania eMKOCTb A1 c6opa 06pasLoB Kasla c GMomaTtepuasioMm BHYTpU MomMewaroT
Ha no3unuuo pasbaBrieHUs B annapart 4ns NnpobonoarotoBkn obpasuoB Sciendox.

EMKOCTb Ans c6opa 06pasuoB Kasna NpoKasibiBaeTcs chneuuasibHoW WMo, u B
€MKOCTb A06aBNsieTcss o3noI0rMyecknii pacTeop.

MEPEMELWWNMNBAHWE

Korga annapat 3akoHuUMT pobassieHve U3N0/I0TMYECKOro pacTtBopa, MoMecTuTe
eMKOCTb Ha no3vumio nepemMewnBaHus (CM. pUCYHOK 2). llocne 3Toro HeobxoavMmo
BbIABVHYTb A3bIHOK AN1A NPOOMPKM OAHOPAa30BOM MNIACTUKOBOW ANA  douibTpara,
BCTaBUTb MNPOOMPKY B ChneuvasibHOe OTBEPCTUE W 3a4BUHYTb A3bIMOK A0 yrnopa (Cm.
pucyHok 3). C naHenu ynpasseHWs 3anycTuTe Mpouecc rMepemMeluvBaHusa W
dovnbTpaumnn.

(pE—

PucyHok 2. EMKOCTb A1 c6opa 06pa3yoB Kasia Ha nosvumm
nepemMewwBaHnAa U ouabTpaLnm
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PucyHok 3. Mpobupka ogHopasoBasi njaacTukoBas ana dpunibTpara
Ha no3vuun chunbTpaumn

YCTpoiicTBO nepemeluMBaeT o6pasel, COr/lacHO YCTaHOBJ/IEHHbIM napameTpam. [Ans
npeBpaweHnss B OOHOPOAHYHO CyCMeH3uo obpasel, nepemeliMBaeTcA Ha O00/bLION
ckopocTn. CTaHAapTHOE KOMMYECTBO UMK/IOB NepemMeLllinBaHus-4 .

PNNBTPALNA

FoToBasi B3BECb MoAaéTcs B NPO6MpKYy O04HOPAa30BYH MN/ACTUKOBYH A8 hunbTpaTta

nog, AaB/fieHWEM 4epes3 MOpLUHEBON MexaHU3M (CM. pUCYHOK 4), cTaHAapTHoe Bpemsi
dunnbTpaumn - 4 cekyHabl.

Puc 4. dunbtpaumsa obpasua
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6. cumBonbl, NCIMOJIb3YEMbIE ana MAPKUPOBKU

Homep no katanory

REF

. Kon naptum
LOT ; A nap

EXP . CpokK rogHocTmn

QTY: KonnyecTtBo B ynakoBke

J N3roTtoButenb

YNOMHOMOYeEHHbIV npeactasutens B EC
ec|rep

MeanuuHckoe nsaenve Anas ANarHocTUKKM in vitro

VD

@ MapkupoBka CE

AnAa ogHOKpaTHOro UCNosib3oBaHUA

f Bepeub OT BnNaru

He HarpeBaTb
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TpaHcrnopTHas ynakoBKa

Xpynkoe, 06paLlaTbCA OCTOPOXHO

mooo

Bepeub oT Bnaru

He HarpeBaTtb

N3rotoBuTeEsNb

NA

YNOMHOMOYEHHbIV npeactaBuTesib B EC

EC REP]
MeguuMHCKOe mnaaenne anaa AnarHoCTMKK in vitro

VD

C € MapkumpoBka CE
. Koa naptumn

LOT :
EXP : Cpok rogHocTn

QTY : KoninyecTtBO B yNnakoBKe

7. TAPAHTVMPOBAHHBIE NMPOU3BOANTENIEM 3HAUEHUA OCHOBHbIX
NAPAMETPOB, XAPAKTEPVCTUK (CBOVCTB) MEAVLIMHCKOIO
N3OENVS
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MapameTpbl NPOOUPKN O4HOPA30BOWM NAaCTUKOBOIW ANns dunbTparta
FabapuTHble pa3mepbl, MM AvameTtp - 14+1
OnameTp obogka - 19+1
BbicoTa- 6014

HoMuHanbHasa BMecTUMOCTb (40 o6opka), M, 5
He MeHee
Macca, r 2,5x0,5

8. YCNOBUA TPAHCMOPTUPOBKU, XPAHEHUSA U MPUMEHEHUSA. CPOK
rogHOCTH

N3penue TpaHCNopTUpPyeTCs BCEMU BUAAMU 3aKpbITbIX TPAHCMOPTHbIX CPEeACTB, B
COOTBETCTBUM C NpaBuaMy MepeBO30K T[Py30B, AEACTBYIOWMMM Ha [aHHOM Buae
TpaHcrnopTa, BO BPEMsI TPAHCMOPTUPOBKM [AO/MKHO 6biTb 3alUULLIEHO OT CUJbHbIX
YyOApOoB, A0XAS N NPAMbIX COTHEYHbIX TyYeii.

XpaHeHne 1 TpaHCNOPTMPOBKA

Temnepartypa 10-55° C

ATmMOCepHOe gaBrieHne 50,0 kMa -H06.0KMNa;

OTHOCUTEe IbHAasA B/IaXXHOCTb He pgosikHa npesbiwartb 85%
akcnnyartauusa

TemnepaTtypa 15-30° C

ATMOcpepHoe faBrieHne 86,0 klMa -106,0klMa;

OTHOCUTE/IbHAasA BJIAXXHOCTb He pomkHa npesBbiwatb 70%
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CpOK cocTaB/isieT 24 mecsaua.

9. TAPAHTUMHBLIE OBA3ATE/IbCTBA

Bce Bonpockl, cBA3aHHble C PYHKUMOHNPOBaAHMEM U KAa4yeCTBOM WU3AeNns, MOryT ObiTb
agpecoBaHbl YNO/THOMOYEHHOMY MpeACTaBUTESIIO NPOU3BOANTENA Ha Tepputopun PO.

MNponsBoanTENb rapaHTMPYeT COOTBETCTBUE W3AENUS YCTAHOBJIEHHbIM TpPe6oBaHUSAM
CTaHOApPTOB W AOKYMEHTauuu  npousBoauTesiai  Npu  CcOGAAEHUMM  YCIIOBUIA
TPaHCMNOPTMPOBAaHUS, XPaHEHUs!, IKCMyaTaumm.

MNMponsBoauTe/ib HE HECET OTBETCTBEHHOCTM 3a KaKOW-/IM60 MPUUMHEHHBIV yulep6 wuim
NoBpPeXaeHWsi NPy UCMNOoMIb30BaHUW U3AENUS, Noka He byaeT AoKa3aHa ero BuHa.

MpounsBoguTesib He HeceT OTBETCTBEHHOCTU 3a KakOM-NM60 NPUUUHEHHBbIN yuepb wam
NoBpexaeHns, BbI3BaHHble WUCNO/b30BaHWEM U34e/INA  NOC/ie  UCTEYEeHUs Cpoka
ro4HOCTMW, YKa3aHHOro Ha yrnakoBKe.

Mo Bonpocam KayecTBa MeOUUMHCKOrO u3fenusa, npomsBoacTtBa Xiamen Sciendox
Biological Technology Co., Ltd (Cnaman CaniHgokc Bbuonorukan TexHosiogxu Ko
NTp), Kutai, obpawartbcs no agpecy:

000 «PEAT K3P»

111524, MockBa, yn. MNMepoBckas, a. 1, ctp. 10, 2-oi atax, nom. VII, komn. 3
Ten. +7 495 234-57-31

IO.MOTEHUWMANTBHBIE NMOTPEBUTENN

MeauuuHCKNA nabopaTopHbIn TexHUK (thenbaep-nabopaHT) UM UHOM cneunannct.

11. TPEBOBAHNA K TEXHUUYECKOMY OBC/IYXUBAHUIO U TEKYLLEMY
PEMOHTY MEAULNHCKNX U3AESTNIA

He npumeHumo

12. TPEBOBAHUA K YTUAU3ALNW NN YHUUTOXEHUIO MEANLUMNHCKINX
N3OENNIA

Hencnonb3oBaHHbIE n3genna C wucrtekKwmm CpOKOM rogHoCcTn MOryT ObITb

YTUNN3MPOBaHbl B COOTBETCTBMM C TPebOBaHUSIMM K YTUAU3AUUK  MeOMLIMHCKUX
OTXO/0B.
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B YC/IOBUSIX CTauMoOHapa, ckfaga W T.n., nNpM Heo6XxoAMMOCTU, MeaULUVHCKoe mn3genve
YTUIM3UPYIOT W YHUUYTOXaKT B COOTBETCTBMM C NpaBwilamMn oO6palleHusa c
MegUUMHCKUMU OTXo4amMun, KoTopble pernameHtupytotca CaHllnH 2.1.7.2790-10 ot
12.12.2010 «CaHuTapHO-anugemMunosiormnyeckme TpeboBaHUsA K obpalleHnto ¢
MeAVLMNHCKUMN OTXO4aMm».

MeaouymHckme oTxoabl kKnacca b.

MpuaepxmBaiteCb HaUMOHa/TbHbIX CTaHAAPTOB MpU Nepeayve v yTuinsaumm usgenus,
€ro KOMMOHEHTOB U YMaKOBKM!.

13. HAUMEHOBAHWE W AAPEC MNMPON3BOAUTENA MEANUMHCKOIO
YCTPOWCTBA N YNOJTHOMOYEHHOIO NMPEACTABUTENSA
MPOVN3BOAVNTENA HA TEPPUTOPUWN POCCUNCKOWN ®ELEPALN

MpounssoguTens:
Xiamen Sciendox Biological Technology Co., Ltd,
(CnamaH Caiingokc Buonorukan TexHonomxu Ko., JItg), Kntaii
Room 402, Building 3, Ne2054 of Wengjiao West Road, Hatcang District 361006
Xiamen, Fujian, People’s Republic of China (KHP, npoBuHumMa ®yu3aHb, . CAM3Hb,
361006, p-H XanuaH, yn. 3anagHaa BaHu3so, Ne 2054, ctp. 3, nom. 402)

MecTo npou3sBoacTBa:

Xiamen Sciendox Biological Technology Co., Ltd, Kutai

(CnamaH CaiiHgokc Buonorukan TexHonopxu Ko., JiItg), Knutan

Room 402, Building 3, Ne2054 of Wengjiao West Road, Haicang District 361006
Xiamen, Fujian, People’s Republic of China (KHP. npoBuHUMs ®yu3sHb, . CAM3Hb,
361006, p-H XainuaH, yn. 3anagHass BaHu3so, Ne 2054, ctp. 3, nom. 402)

14.YMNOMNHOMOUYEHHbIV MPEACTABUTE/Ib MPOU3BOANTENA HA
TEPPUTOPUN POCCUNCKOW ®EAEPALNI:

OO0 «PEAN K3P»
111524, MockBa, yn. NepoBckas, 4. 1, ctp. 10, 2-oi1 atax, nom. VII, komn. 3
Ten. +7 495 234-57-31

/MevaTb: Xiamen Sciendox Biological Technology Co., Ltd.
(CnamsH CaliHpgokc buonornkan TexHonogxu Ko Nta)/
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BCEIro MPOHYMEPOBAHO, MPOWNTO
N CKPEMMEHO MNEYATbLIO

9 CTPAHNL],

Jata 03.07.2020

Mognuck /Mognuck/

MeyaTb:

MeuvaTb: Xiamen Sciendox Biological Technology Co., Ltd.
(CuamaH CaiHgokc Buonornkan TexHonomkn Ko J1ta)

lMepesog BbINONHMUIA NEPEeBOLYNK
MnuTtknHa AHnHa OneroBHa I/I
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Poccuitckaa ®egepauns

Nopog MockBa.

[BajuaTtoro viong ABe TbiCAYM LBaALATOrO roja.

A, WwnHrapesa [uaHa BanepbeBHa, BPEMEHHO MWCMOMHAWWAA 0683aHHOCTU HoTapuycal
ropoga Mockebl WalikeBny Mapun J1eOHWAOBHbI, CBUAETENbLCTBYIO MNOA/IMHHOCTb Mogunuc!
nepesogunka MNANTKNHON AHWUHBI ONEroBHbl.

Moanuce caenaHa B MOEM NMPUCYTCTBUN.

JTnyHocTb NognucaBLLero 4OKYMeHT YyCTaHOB/EHA.

3apernctpupoBaHo B peectpe 3aNe77/710-H/77-2020-L] J n

B3bICKaHO rocygapcTBeHHOI NowAnHbl (No Tapudy): 100 py6. (00%ruy,.*"-", /"
YnnayeHo 3a OKa3aHue ycnyr npaBOBOro U TeXHMYeCKoro xapact«pa: 40oC1lpyo ()01

eWV 0.B. WuHrapesa

MpoWwHYpoBaHO, MPOHYMEPOBAHO U
CKpenneHo nevyaTblo 24 (ABaguaTb YeTbipe) AucTa.

[.B. lWuHrapesa
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