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CLAIM

Position: Director

Changshu Kangbao Medical Appliance Factory

ZbouiWongbao

"7*~ "November 2018.

INSTRUCTION

ON APPLICATION

Urinal disposable sterile
of 100 ml, 160 ml, 200 ml, 500 ml,
600 ml, 750 ml, 800 ml, 900 ml, 1000 ml,
1500 ml, 2000 ml, 2000+(200, 500) ml, 2500 ml,
2600+(200, 400, 500) ml, 4000 ml
with the device for fastening or without it,
with the direct or cross crane for discharge of contents

or without it, with a driving tube or without it.

ASSIGNMENT

MAIN TECHNICAL CHARACTERISTICS
CONTRAINDICATIONS TO APPLICATION
PREPARATION OF THE PRODUCT FOR WORK
RULES OF STORAGE AND USE
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signment.

Urinal disposable sterile of 100 mi, 160 ml, 200 mi, 500 mi, 600 m!, 750 ml,
J ml, 900 ml, 1000 mi, 1500 mi, 2000 mi, 2000+(200, 500} mi, 2500 mi,
i00+(200, 400, 500) ml, 4000 mi with the device for fastening or without it, with
he direct or cross crane for discharge of contents or without it, with a driving
tube or without it productions "Chansha Kanbao Medika! of Aplayens of Fektori"
are intended (Changshu Kangbao Medical Appliance Factory) for collecting urine

in stationary and out-patient conditions.

Estimated class of risk of application in accordance with GOST 31508-2012:1.

2. Technical characteristics.

Urinai disposable sterile of I0C mi, ItO rnl, 200 mi, 500 ml, 500 mi, 750 mi, 800
mi, 900 mi, 1000 ml, 1500 mi, 2000 ml, 2C00r(200, 500) ml, 2500 ml, 2600+(200,
400, 500) mi, 4000 mi with the device for fastening or without it, with the direct
or cross crane for discharge of contents or without it, with a driving tube or

without it are intended for use in stationary and out-patient conditions.

Urinai of small volume for direct coiiecting urine of 100 mi, 160 ml, 200 ml
is used in offices of pathology of newborns, in intensive care units and also in
house conditions for control of level of a diuresis and for an urine intake for
analyses. Urinai Is made of transparent colourless polyethylene, brand PE-300. On
a Urina! graduation from 0 to 200 mi, with the price of division of 10 ml is put.
Urinai is universal for boys and girls, it is supplied with a special hypoallergenic
sticky damp which provides r reliable prileganiye.

Urinals 500 ml, 600 ml, 75C mi, 800 ml, 900 ml, 1000 mi, 1500 mi, 2000 ml, 2000+
(200, 500) ml, 2500 ml, 2600+ (200, noo, 500) mi, 4000 ml are made of PVC, brand
SG-7, manufactured by XINjIANG TiANYE FOREIGN TRADE CO LTD transparent
coioriess, tips made of .ABS granules (acrylonitriie butadiene styrene) brand
KunLun (manufactured by Zhejiang'Kehao Plastic Machinery Co. Ltd. China),
regulatory document (passport)- No. SO. 5643150, white color, KunLun dye
(manufactured by FusHun Dcngke Fine' Chemical Co. Ltd-, China), regulatory
document (passport) No. KS 9345171; tip caps are made from ABS granules
(acrylonitrile butadiene styrene) of the brand KunLun (manufactured by Zhejiang
Kehao Plastic Machinery Co., Itd., China), regulatory document (passport) No. SQ
5643150, blue, the dye'of the brand KunlLun (manufactured by Fushun Dongke
Fine Chemical Co Ltd., China)eregulatory document (passport) No. KS 9345174,
blue, dye brand Kunlun- (ma-nufactured by Fushun Dongke Fine Chemical Co., Ltd.,
China), regulatory document (passport) No. KS 9345178. On a Urinal graduation
from 0 to 4000 rni, -with the -price of division of 100 ml is put. Urinai of 2000+ (200,
500) mi, 2600+(20C,- 400, 500) -mi have the'200, 400 or 500 mi additional
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jlatlon chamber for monitoring of an hourly diuresis. The measuring scale
<e accurriulation chamber has large figures and a convenient arrangement/
eby, facilitating urination monitoring. Urinal have various form: rectangular,
/31, pear-shaped, The bag of a Urinal is equipped with the special non-return
alve which prevents a reverse current of urine, considerabiy reducing risk of
development of the ascending infection. The volum.e of collected urine is easily
read out from the scale located on the forward transparent party of a Urinal.
Urinal are issued with a driving tube or without it. The driving tube with the
connector, steady against excesses, from 70 to 130 cm long allows to attach a
Urinal to any size and type of a catheter.
Urinal are issued with the device for fastening or without it. When the patient is
in a lying status, the Urinal if necessary is attached to the patient's bed. For this
purpose on a bag of a Urinal soecial loops, hooks or belts are provided.
When the patient independently moves, the Urinal if necessary is attached to his
leg. For this purpose on 3 Urinal there are special tapes for fastening.
Urinal is made with the direct or cross crane for discharge of contents or without
it The drain crane of a Urinal, allows to make sampling of urine on the analysis
and to empty it as requireo that the Urinal throughout the entire period of
treatment allows to use. The cross crane for discharge of contents gives the
chance to work with a Urinal one hand that provides higher level of hygiene in
comparison with the direct drain crane.
Urinal are sterHized by ethylene oxide. Packed in polyethylene, brand PE-
300.

3. Contraindications to application.
Use of a Urinal in the presence of the damaged packing is inadmissible.

It is inadmissible to reuse a Urinai for collecting urine.

Use of a Urinai at an ailergy to the materials used at production of Urinai is

inadmissible.
Use of a Urinai cn expiry date is inadmissible.

4. Preparstson of a prsduct for work.
Open packing of 3 Urinai

*

Get a Urinal.

Close the crane for discharge of contents.

if necessary to fix r UMinal on 3 bed or the patient's leg.
Attach the connector of 3 driving tube to a catheter.

When filling a Urinal to open the crane for urine discharge.

After depletion of a Urinai to dose the crane for urine dlscharge.

o @ 0 @ °®

Rules of storage and use.
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/tore in the dry place at the room temperature. Open packing of a Urinal
yefore use to avoid pollution. It is necessary to pay attention to the expiry
.e of the validity specified on packing and integrity of packing.

Expiration date of Urinal of 5 years from the date of sterilization.

Details of the official representative of the manufacturer:

Unicornmed LLC 192019, St. Petersburg, Mill, 18 / A, t/ f. (812) 702-33-04.
This is for claim handling:

Unicornmed LLC ,192019, St. Petersburg, Mill, 18 / A, t/ f. (812) 702-33-04.
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YTBHPXKIAO

JomkHocTb: AnpekTop
Cliangshu Katighao Medical Appliance Faclory
(YaHwy KaH6ao Mcavkan AnnaiteHc ©>XTOpPH)

NS
NHCTPYKLWNA
Ho MPUMEHEHWIO
*.-.-
& MouyenpueéMHUKN OfHOpPa30Bble CTEPUSIbHbIE

o6bémom 100 mn, 160 mn, 200 mn, 500mn,
600 mn, 750mn, 800 mn, 900 mn, 1000mn,
1500mn, 2000mn, 2000+(200, 500) mn, 2500 mn,
2600+(200,400, 500) mn, 4000 mn
C YCTPOWCTBOM AN KpenaeHUa nnir6es Hero,
C NPAMbIM WU/IM KPECTOBbIM KPaHOM /15 C/iMBa COAEPXMNUMOIO
nnun 6e3 Hero, c NPUBOAHON TPYOKON nnn 6e3 Hee.

HASHAYEHWE

OCHOBHbIE TEXHNYECKWE XAPAKTEPUCTUKW
NMPOTUBOTIOKA3AHUA K NMPUMEHEHNIO
NnogroToBKA N3AENNA K PABOTE

MPABUJTA XPAHEHNA N NCIMOJIb3OBAHUA

SN NN
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HasHaueHwne.

MouenpnéMHNKN 0HOPa3oBble CTepuibHble 06bEMOM 100 mn, 160 mn, 200 Hn,
yoOmn, 600 mn, 750mn, 800 mna, 900 ma, 1000mn, 1500mn, 2000mn, 2000+(200, 500) mn,
2500 mn, 2600+(200, 400, 500) mn, 4000 mMn C YyCTPOMCTBOM AN KpenneHus unu 6e3
Hero, ¢ NPAMbIM WAM KPECTOBbIM KPaHOM [N CAMBA COAEPXMMOro wunu 6e3 Hero, C
NPUBOLHON TPy6KOM nnn 6e3 Hee npousBoacTBa «YaHwy Kanb6ao Megukan AnnanieHc
dskTopu» (Changshu Kangbao Medical Appliance Factory) npegHasHaueHbl ans céopa
MOUYM B CTaLMOHAPHbIX U aMBynaTopHbIX YCI0BUAX.

Mpeanonaraemblil Knacc NOTEHUMANbLHOrO pucka npumeHeHns no MOCT 31508-
2012. 1
2. OCHOBHble TEXHUYECKNE NapaKTEPUCTUKN.

MouenpuémHUKN OfHOpPa3oBble CTepuibHble 06bEMOM 100 ma, 160 mn, 200 wmn,
500mn, 600 mn, 750mn, 800 ma, 900 ma, 1000mn, 1500mn, 2000mn, 2000+(200, 500) mn,
2500 mn, 2600+(200, 400, 500) mn, 4000 mMn ¢ YCTPOMCTBOM ANA KPenneHus unm 6e3
Hero, ¢ MPAMbIM WAN KPEeCTOBbIM KpPaHOM [/1A CAMBa COAEPXMMOro unm 6e3 Hero, C
NPUBOAHON TPYOKOIN unu 6e3 Hee NpefHasHayeHbl 415 UCMOMb30BaHWA B CTalMOHAaPHbIX
N amBynaTopHbIX YCNOBUSIX.

MouenpneMHUK Manoro obvema Ans npsmoro céopa moum 100 mn, 160 mn, 200"
M/T  WUCMOJSIb3YeTCA B OTAe/NIeHMAX MaTONOMMM  HOBOPOXAEHHbIX, B  OTAe/IeHNAX
WHTEHCUBHOW Tepanun, a Takxe B JOMALIHUX YCNOBUAX 4151 KOHTPONA YPOBHA Anypesa u
Ana  3abopa .Mous g aHanu3oB. MoOYenpuUeMHWK MW3roTOB/MIEH W3 MPO3PayHoOro
6ecuBeTHOro nonmaTuneHa, mapku PE-300. Ha mouyenpmeMHUK HaHeceHa rpagyunpoBKa
0T 0 fo 200 mn, ¢ ueHow geneHnsa 10 mn. Mo4venpmeMHUK YHUBEPCaNeH 415 ManbyunKoB
n gesoyvek. CHabXeH cneuunanbHbIM rUMNoanepreHHbIM NNKUM (PUKCATOPOM, KOTOPbIA
obecrneynBaeT HafleXXHOe NpuieraHue.,

MouenpuemHukn 500mn, 600 mn, 750mn, 800 mn, 900 mn, 1000mn, 1500Mmn,
2000mn, 2000-6(200- 500) mn, 2500 mn, 2600+(200, 400, 500) mn, 4000 M N3rOTOB/EHDI
n3 NBX, mapkn SG-7, nponssoactea XINJIANG TIANYE FOREIGN TRADE CO LTD
npo3payHoro  6ecuBeTHOro,  HAKOHEYHWKM  M3roToB/leHbl M3 rpaHyn  ABS
(akpunHUTPUNGYTagneHcTmpona) .mMapkn KunLun (npoussoactsa Zhejiang Kehao Plastic
Machinery Co., Ltd., KuTain), HopmaTuBHbIA A0KYyMeHT (nacrnopt) Ne SQ 5643150,
6enoro uBeta, Kpacutens mapkun KunLun (npoussoactsa Fushun Dongke Fine Chemical
Co., Ltd., KnuTtait), HopmaTuBHbIA JoKyMeHT (macrnopT) Ne KS 9345171; konnauku ons]y M—_r
HaKOHEYHUKa W3roToBNeHbl U3 rpaHyn ABS (akpunHUTpunbyTagneHCTUpona) Mapku
KunLun (npoussoactBa Zhejiang Kehao Plastic Machinery Co., Ltd., Kwutai),
HOPMaTUBHbIA AOKYMeHT (macnopt) Xa SQ 5643150, - cMHEro LBeTa, KpacuTelb MapKu
KunLun (npounssogctea Fushun Dongke Fine Chemical Co., Ltd., Kutaii), HOp.MaTUBHbIiA
fokymeHT (nacnopt) Xa KS 9345174, rony6oro uBeta, KpacuTenb Mapku KunlLun
(npoussogctea Fushun Dongke Fine Chemical Co., Ltd.,, Kwutaii), HOpMaTWBHbIN
LOKYyMeHT (nacnopt) Xa KS 9345178. Ha moyenpmeMHUK HaHeceHa rpagymnposka ot 0 go
4000 mn, ¢ ueHoi peneHnsa 100 mn. ModenpuemHukn obbemom 20007(200, 500) mn,
2600+(200, 400, 500) Mn MMeKT AOMONHUTENbHYK HAKOMUTENbHYH Kamepy 06bLEMOM
200, 400 nnwn 500 mn Ana MOHTropuHra no4yacoBoro aguypesa. MiameputenbHas LWKana Ha
HaKONUTENbHON Kamepe MMeeT KpymnHble UUgpbl 1 yL406H0e pacnosioxXeHue, TeM CaMbiM,
obneryas MOHUTOPUPOBAHHE MOYeBblAeNeHNA. MOoYenpueMHUKN WMEKT pPasINYHYyHo
(hopMy: NPAMOYTO/ibHYH0, OBaNbHYIO, rpyLleBUAHY0. MeLoK MoYenpnemMHMUKa OCHaLLEeH
cneymanbHbIM HEBO3BPaTHbLIM KianaHo.M, KOTOpbIin nNpefoTBpaLlaeT 06paTHbI TOK MOUH,
3HAYNTENbHO CHMXas PUCK pasBUTUA BOCXOAALLEN UHpekymn. O6be.Mm cobpaHHOW Moun
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| cuntbiBaeTca co LWKajbl, PacnofioXXeHHOl Ha nepefHeil Npo3payHoii CTOpOHe
MMpPUEMHUKA.

Mo4yenprMeMHUKN BbIMyCKAKTCA C MPUBOAHON TPpy6KOW mnu 6e3 Hee. NpuBoAHasA
ybKa ¢ KOHHebITopoM, ycToiumBasa K neperunbam, gnauHoin ot 70 go 130 cm no3sonset
pUCOeANHKTb MOUYENPMEMHUK K 1I060MY pa3mepy 1 TUNy KateTepa.

NloyenpmMemMKinku BbINyCKalTCA C YCTPOMNCTBOM AN KpenseHus unu 6e3 Hero. Korga
nauneHT HaxoouTCA B JieXXayeM COCTOAHUKW, MOYENPUEMHWUK nNpu Heob6Xo4MMOCTU
npuKpennseTca K KpoBaTu nNauueHTa. [na 3TOr0 Ha MeWKe MO4YenpueMHuKa
npeaycMOTpeHbl cneynanbHble METAW, KPIOYKU NN PEMHN.

Korga naumeHT camoCTOATe/IbHO mepeABuUraeTcs, MOYENPUEMHMK MPU HEOBXOAMMOCTU
npukpennserca K ero Hore. A.la 3Toro Ha MouyenpuémMHUKe UMEKOTCS CcreuunanbHble
NEeHTbl 18 KPenaeHuns.

MoyenpueMHWK MNPOU3BOAUTCA C MPAMbIM WAWM KPECTOBbIM KpaHOM [ANns c/iuBa
coAepXunmoro unn 6es Hero. CAMBKOW KpaH MOYenpueMHUKa MO3BOSAET NPOM3BOAUTL
oT60p nNpo6 MOYM Ka aHaIM3 K OMOPOXHATb ero no Mepe HeobXo4WMOCTU, 4TO
MO3BOJISET MCNOMb30BaTb MOYEMNPUEMHMK Ha MNPOTAXEHWM BCEr0 nepuofa JievyeHus.
KpecToBbIAi KpaH Ans cAvBa COAEPXMMOr0 gaeT BO3MOXHOCTb paboTatb ¢
MOYENPUEMHUKOM OAHON PYKOW, 4yTo obecneuymBaeT 60nee BbICOKWNIA YyPpOBEHb TUTUEHDI
MO CPaBHEHUIO C MPAMbIM C/IMBHbI?/T KPAHOM.

MouyenpuemMHUKM OKCAOOM 3TUNEeHa. YnakoBaHbl B NOJMIMATUNEH,
Mapku PE-300.

3. MNpoTtnEonorcaszaHHA K NPUMEHEHMUIO.
HeponycTMoO MCNoNb30BaHME MOYENpPMEMHMKA MPU HANNUYMKN NOBPEXAEHHON YNaKOBKM.
HepgonycTumMo Mcnonb3oBaTb MOYENpuMeMHUK Ans c6opa MOYM MOBTOPHO.
HepgonycTumMo MCNoNb30BaHWe MOYENpPUMEMHUKA NpU  anneprum Ha MaTepuansl,
ncnonb3yemble .npu narotosneHunmn .vfoneiipHeMHHKOB.
HepgonycTumMo Mcnonb30BaHMe MOYeNnpUeMHMUKa MO UCTEYEHUID CPOKa rogHOCTH.

4. NoproToBKa m3genns K pabore.

BCKpbITb YyNakKoBKY ~royenpuemMumka.

» [locTaTb mMouyenpemMnLuK.

e 3akpblITb iCpaH Ana cnmBa coaep>XXMoro.

e [lpu HeobBXOANMMOCTU 3aKpe.NUTb MOYENPUEMHUK HaA KpoBaTU UM HOre nainienra.

B [pucoeguUHUTb KOHHEKTOP NPUBOAHOM TPYOKU K KaTeTepy.

« Tlpu HaANONHEHUN MOYenpueMHUKa OTKPbITb KpaH AN1s cavMBa MOYMN.

® T[locne oNOpPOXHEHUA MOYENPUEMHUKA 3aKPbIThb KpaH 419 C/IMBa MOYN.

5. NMpaBnna xpaHeHNN U NCA0Nb30BaHMNS,

XpaHnTb 3 CyXoM MecTe NpuW KOMHATHOW TemnepaTtype. BckpbiBaTb ynakoBKY
MOYenpuemMHMKa HENoOCpPeACTBEHHO nepes  MCNONb30BaHMEM, 4YT0Obl  uM36exaTb
3arpA3HeHus. Cnepyet obpawiate 3HW.MaHWe Ha AaTy MCTeYeHUs cpokKa roHOCTMH,
YKa3aHHYl0 Ha yNnakKoBKe, U LLe/IOCTHOCTb YNaKOBKU.

Cpok rogHoOCTU MoYerpmeMankos 5 neT ¢ gatbl cTepuamnsaynm.
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fAbIAbIA NpeacTaBUTENb NPOM3BOANTENS Ha TeppuTopnn Pd:
JxTopHMea», KOpuanueckunii agpec: 192019. CaHkT-MNeTepbypr. MenbHuuHas, 18'A
1-ro2-33-04 nin.~r
®peknamaumax oTnpaBnsaThb: . FOpugunyeckuin agpec; 192019,
aHrTepbypr, MenbHuUwW N1 |~ [(M-21,
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Mepesop c AHTAMNACKOTO M KWNT alcCKOTo A3blKOB Ha pyCCKMVI A3bl K

CBUNAOETEJ/IbCTBO

/PomboBugHas ambnema (nepesog)/; CCPIT Kutaickunin CoBeT COAeCTBUSA MEXAYHAPOAHOA
Toprosse

CoBeT cofelicTBUA MeXAYHapo4HON Toprosne aBnsetca Manatoin MexXxayHapo4HOW TOProBam
KuTtanckon HapogHoi Pecny6nnku
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CoBeT cofencTBmnsa MexayHapogHon Toproene Kntanckoii HapogHon Pecry6/Mkm

Manata MexxgyHapogHoii Toproenmn Kutaiickoin HapogHoii Pecny6nukn

CEPTUND®UNKAT

PervctpaunoHHbIin HoMep: 183210B0/002118

HacTtoswum ypocTtoBepseTcA MOAAMHHOCTL Medatn KomnaHum YaHwy Kan6ao Megvkan AnnalieHc
dakTopu (Changshu Kangbao Medical Appliance Factory) Ha npunaraemomMm [JOKyMeHTe.

COBET COZeNCTBMSA MEXAYHAPOAHOW TOprosse

KuTalickoii HapogHoli Pecny6imku

Mognuch ynonHoMo4YeHHOro nnua: (YUxaH LineHb)

Jata: 09 Hos6psa 2018 roga

MeyaTb: «CoseT copelicTBUA Me>XK yHAPOAHO Toproene

KnTalickoit HapoaHoit Pecny6nuku *MeyaTb ANA yA0CT OBEPEHNA JOKYMEHT 0B»
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YT14-,1>)XX71N110

. ['lo-'[>kviocl 1 Snpek'rop
ia.i.ny ka.toao Mcnmkan finnaiicHc dakTopu (C'hanpshu Kanubao Medical Appliance l-acUviv)

Wcuan., Yanwy Kan6ao McaHkan JinnavicHc ®xropu (Chaiigshu Kangbao Medical Appliance
ractory)
[Oata: 07 Hos6pa 2018 toaa

/IoKVMCHT ny6nunpyeTcs Ha pycck'oM v aHrjimik®in sa'Hskax.

Menc.«n> C M,y:MNC.0TO W LU MKW ,:0ya A M,N<0. MO PyCysiNU & sibununes
be.to.'priockon HaTaluen Ba4agiaeoeiiofi. Hepenoo arascTcs npaBuibubiM 1T-ounbiu 1 MASHBIVL

Tcinyfcrre 1 ® 2 -t woerdd Ry T
/7

<y ™.
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Poccuiickaa degepayuns
CaHkT-MeTepbypr
[Baguatoro gekabpsa ABe TbiCA4YM BOCEMHAALATOr0 roga

A, JKypaBneBa Hartasba AHaTO/IbeBHA, BPEMEHHO  UCMOMHAKOWAA  0043aHHOCTM  HOTapuyca
CaHkT-lNeTepbypra MapuHa Wropa BnagumupoBuya, CBUAETE/ILCTBYHO MOAJIMHHOCTL MOAMUCK MepeBoAYMKa
Benorpagckoin Hatanun Bsvec/iaBoBHbI.

Mognucb cgenaHa B MOEM NPUCYTCTBUN.

JIn4HOCTb nognucasLlero JOKYMEHT YCTaHOB/IeHa.

y
3aperucTpnpoB™MANpp/T'pe; Ne A173-H/78-2018-26-1462.

B3bICKaHO FO™MMPEHLOA M oM Tapudyy): 100 py6. 00 kon.
YnnadeHo 3a>KokisEHMe Venyr np&BoiiorJn TexHMYecKoro xapakTepa: 200 py6. 00 kon.
1.:; r,

i H.A. XXypasneBsa

Wik 7 acto°’lem
gokynbnn% 1 V. TN
', Hom;a'pwy):3

VOTIA{1Y61Ya
~>p.aB»1elia*’r.

AnatonbeslLL
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Poccuniickas Pegepayuns
CaHkT-lMeTepbypr
[Bajuatoro gekabps gBe TbiCAYSA BOCEMHAaALATOro roga

s, XypaBneBa Hatasbsi AHaTONbEBHA, BPEMEHHO WCMOMHAWAS 0653aHHOCTM  HOTapuyca
CaHkT-lNeTepbypra MapuHa Urops BragyMupoBuua, CBUAETENLCTBYH BEPHOCTH KOMWUM C MPeACTaBfIEHHOIO
MHe [JOKYMeHTa.

3apervnctpuposaHo B peectpe; Ne 78/63-H/78-2018-26-1464.

>
B3bICKkaHO rocyaapcTBEHHOM MownmHbl (Mo Tapudy): 140 py6. 00 kon.
YnnayeHo 3a OKaszaHWe yC/yr npasBoBOro M TeXHUYecKoro xapaktepa: 660 py6. 00 kor.

H.A. >KypaBneBa

M Toro B Ha«?ToALLEM
LOKYMEHTEe JINCT 0S__
HoTapwuyc:

BPWMO Horrapityt
>KypaBneBsa
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