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»m n 1V | Medical Producta

Guangzhou Clean Medical Products Manufacturing Corp.

CornacosaHo/APPROVAL

Guangzhou Clean Medical Products Manufacturing Coro.

Opranusaums/Organization

ua District.510900 Guangzhou. Guangdong.PEOPLE'S
REPUBLIC OF CHINA

Appec/Address
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[onxHocTb/Occupation
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TAHOAAIL, ON1'r4Y> Hinl
damunust, Wma/Surname, Name
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al- /IPernr/

[Oata fla.MM,rrrr/Date OD.MM.YYYY
Please fulfill

Mognucb/Signature

PYKOBOACTBO no 3KCIIYATAUNW MEAVNUMHCKOIO N3AENUA
«CNCTEMA «MNYNbC-NABAX» INNEKTPOHHAA O4AHOPA3OBAA
VERSAPULSE»

Bepcua 2.0
INSTRUCTION FOR USE OF MEDICAL DEVICE
«DISPOSABLE ELECTRONICALLY PULSED LAVAGE SUCTION APPARATUS
VERSAPULSE»

Ver. 2.0
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/cckuiA/ Russian

PYKOBOACTBO MO 3KCryatauunm Pycckuii
1. OnwncaHue ycTpolicTea:

1) HanmeHoBaHue ycTpoliiaBa:
Cuctema  KnynbC-naBaXK»  3MEKTPOHHas  OAHOPa3oBas
VERSAPULSE

2) Homep mogenu: W-203
3) Komnnekrytouwiue:

AHrnniickunii/ English

Instructions for Use
English

1. Device description

1) Device name:

Disposable Electronically Pulsed Lavage
Suction Apparatus VERSAPULSE

2) Model No.: W-203

a) Wspenvie cocTonT U3 pykosTki (1) [Bknrouas anektpomotop 3) Components:

OnA NOCTOAHHOTrO TOKa, nepeknovatens (1.1), dwkcarop
Hacagkn (1.2), kopnyca] , Hacagok (2) [Hacagka pnA
06paboTky crnpeeM (KopoTkast Hacagka) (2a), Hacagka pn/is
06paboTKy KaHana 6epeHHON KOCTY (A/IMHHasA Hacadka) (2b)]

, OPEHaXHON Tpybku ¢ 3akumom (3) [3axum (3.1) u
coeauHuTenbHas Tpyoka (3.2)] , Tpy6Ku ¢ uTtuHrom Jlroapa
4ns nogaum >xmakoctu (4) [3axum (3.1) udutuHra Slrospa(4.1)
] , naouHuka nutaHus (5), kabens nutaHus (6).

b) Hacagku (2c), (2d), (2e), a Takxe yCTPOICTBO A1 CO3[aHns
Bakyyma (7) W nakeT ¢ XWUAKOCTbIO (8) He BXOOAT B KOMMEKT
noaaBKu U3AeNs U NOCTaBASIOTCSA OTAESBHO.

Al»

CxemMa C M306paKEHNEM KOMM/IEKTYIOLLMX YCTPOCTBA
2. HazHauyeHune 1 nokasaHus K NprMeHeHuto
1Ana  paboTbl  M3denMs  HeoBXOAMMO  WCMOMb30BaTh
CTaHAAPTHbIA CTEPUNbHBIA  (U3MONONMYECKUIA pacTBOp WK
NGy Apyrylo  [OMyauMyH KUAKOCTb.  Mcnonb3oBaHue
YCTPOIACTBa A/15 CO3MaHMs BaKyyMa 06s3aTe/bHO.
2.[aHHoe u3denvie NpUMEHsieTCs s 06pabOTKM OTKPbITbIX
paH, MSrKUX TKaHeli N KOCTHOrO /10Xa B YC/IOBKSIX NPOBEAEHNS
XMPYPrYecKoro opTomneamnyeckoro BMeLLaTeNbCTaa.
3./30en1Me MOXHO WCMO/b30BaTh B YC/OBUSX ONEPALIMOHHOTO
3a/1a, peaHMaLyn 1 NpoLielypHOro KabuHeTa.
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a) This device consists of Handpiece (1) [
Including DC motor, Compression pumps.
Trigger (1.1), Nozzle lock (1.2)] , Nozzle (2)

[including Fan Spray Nozzle (Short
Nozzle)(2a), Femoral Nozzle  (Long
Nozzle)(2b)] , Waste pipe (3)

[including Clamp (3.1), Connecting pipe
(3.2)] , Irrigation pipe (4) [including Clamp
(3.1), Luer fitting (4.1).] , Battery bag(5),
Power wire (6).

b) The Nozzles (2c), (2d), (2e), Vacuum
extractor (7) and Irrigation bag (8) are not

included in this device and supplying
separately.
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Device structure diagram
2. Intended Use and Indications
1) This device is used together with normal
sterile saline or other applicable solutions.
Vacuum extractor Is necessary.
2) This device use for open wound cleaning,
soft tissue cleaning and bone bed cleaning in
orthopaedic surgeries.



MpVHUMN paboTbl

(3xmuTe Ha Nepekntoyatenb, YTO6bLI BKIOUATL cucTemMy. Mocne
1K/THOHEHNA MoTOp MOCTOAHHOTO  TOKa  MPUBOAUT
KOMMPECCOPHbIE  HAacoCbl B BO3BPATHO-NOCTYNaresibHoe
[BVKEHME, 4TO BbI3bIBAET M3MeHeHWe o6bema nonocT u
nogadyy pactsopa. lNMuraHve OCyLLECTB/ISETCA 38 CHET UCTOUHMKA
MATaHWs MOCTOSIHHOMO TOKa. YCTPOWCTBO MMEET crefyolye
PEXMMbI PabOoTbI: C NOHMKEHHON MOLLHOCTBIO (9 B, NOCTOAHHBI
TOK), C MOBbLILWEHHON MOLHOCTBIO (15 B, NMOCTOAHHLIA TOK) W
npekpatieHne paboTbl. [py HEO6XOAMMOCTU K YCTPOICTBY
MOTYT ObITb MOAKNHOYEHbI Pa3HbIE HACALKM.

4. VIHCTPYKLMK NO UCNO/b30BaHUIO

1)  [aHHOe YCTPOMCTBO SIBASETCA MNOPTATVUBHLIM, NUTaHWE
OCYLLeaBNAeTCA 32 CYET BCTPOEHHbLIX aKKyMYNATOPHbIX
bartapeil. YCTPOIACTBO COCTOUT U3 3M1EKTPOMOTOPA NOCTOSHHOIO
TOKa,  KOMMPECCOPHOro  Hacoca,  PYyKOSATKW,  Kopnyca,
aKKyMynsTOpHbIX 6aTapeli n Hacafok.

2) lpoBepbTe  LENOCTHOCTb  YMakoBKW.  3anpeLyaetcs
1CMOo/b30BaTh N3LENNe, ec/iv ero ynakoBka nospexaeHa.

3) O3HaKOMbTECH C PYKOBOAABOM MO 3KChyatauym 1 npounmMm
COMNPOBOANTENbHLIMW JOKYMEHTAMW.

4) OTKpoliTe YNakoBKY, YCTAHOBWTE HacafKy Ha PYKOATKY.
Haxmute Ha dmkcatop Hacafku, 4TOObl 3admkcupoBatb
HacaflKy Ha pyKosTKe.

5) TMpucoeguHnTe OpeHaxkHy TPyoKy K YCTPOMCTBY AN
c0o34aHns Bakyyma. Vcnonb3oBaHue yCTPOKCTBA AN CO34aHUS
Bakyyma 00s3atenibHO. M3genve Onis co3faHusi Bakyyma He
BXOOWT B KOMMMEKT TOCTaBKA MW3JenMsa W MocTaBnsercs
OTAe/bHO.

6) C MOMOLLbIO (h1TWHra J1i03pa NPOTKHUTE NaKET C XKUAKOCTLIO.
7) MopgBecbTe WM MOaaBbTe€ WAOYHWUK MMTaHWA. Ons TOro
ytobbl NPefoTBPaTUTL MNOMajaHWe >KUAKOCTU W3 naketa C
XWOKOCTBIO Ha  WCTOYHUK TMUTaHWA, WCTOYHUK MNUTaHWS B
3aLMTHOM Yex/ie JO/MKEH ObiTb MOABELLEH WM pasMeLLeH Ha
O[IHOM YPOBHE C NaKeTOM C XXUAKOCTbHO.

8) HanpaBbTe HacafKy Ha paHy. Hakmute Ha nepekniovartesb
ONA  BKIOYEHUs  ycTpoicTBa M Havana  06paboTkm.
Mepeknoyatens WMeeT TpU MOMIOXKEHUA: MNONOXKEHWE [Af1S
paboTbl B PeXMMe MOHWKEHHON MOLWHOCTM (0603HAYEHO
KOPOTKMM CUMBO/IOM «—s), NOJIOXEHWE AN15 paboThl B peXnme
MOBBbILLEHHON MOLLIHOCTM (0603HAYEHO A/IMHHBIM CUMBOJIOM «—
—»), MONOXEHWE ANA npekpaweHns padoTbl (0603HaYeHO
CUMBOJIOM «O»).

9) C nomoLwpl0 3aKMMA MOXHO KOHTPONMPOBATb MOTOK
XMAKOCTM MO Tpy6GKe AN nofaun >KUAKOCTU W APEHAKHOW
Tpybke. [locne  npekpaweHus  paboTbl C  U3AENMEM
3a0/10KMPYIATE 32DKMM.

10) Acnupaumsi XMAKOCTU NPOUCXOAMT OAHOBPEMEHHO C
opoLleHem (ecim NOAK/YEHO YCTPOICTBO A1 CO34aHums
Bakyyma). M3fjenve ana co3faHus Bakyyma He BXOAMT B
KOMM/IEKT MOCTaBKW U34E/NA U NOCTaB/AETCA OTAE/NBHO.

11) OToxmMuTe (hrKCaTop Hacafku W TONbKO MOC/e 3TOro
0TCOEMHUTE HacaaKy.
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3) This device Is suitable to be used in
operation room, emergency room and
treatment room.

3. Working Principle

Switch the trigger to turn power on. When
power Is turned on, DC motor drives the
compression pump in a reciprocating motion,
causing cavity volume change and discharge
of the solution. The power is provided by DC
batteries. There are a low power position (DC
9V), a high power position (DC 15V) and stop
tap position. Different nozzles can be fitted
on according to user's need.

4. Operating Instructions
Operating instructions:
1) This device is portable, powered by built-in
rechargeable batteries. The device consists of
DC electric motor, compressor pump,
handle, housing, batteries and attachments.
2) Inspect the package. Do not use if inner
package is damaged.
3) See user manual and attached documents.
4) Open the package, and Install Nozzle to
Handpiece. Press down the Nozzle lock to
lock the Nozzle.
5) Connect the Waste pipe with Vacuum
extractor. Vacuum extractor is a must.
Vacuum extractor is not included in the
product delivery and supplied separately.
6) Use the Luer fitting to spike the Irrigation
bag.
7) Hang up or place the Battery bag. The
Battery bag should be hung up on the same
horizontal with the Irrigation bag and avoid
the liquid from Irrigation bag spillage onto the
battery bag in protective case.
8) Use the Nozzle to aim the wound. Press
Trigger to activate the device and start
Irrigation. The Trigger have low power
position with symbols horthigh power
position with symbol long*-----", and stop tap
position with symbol "0".
9) Slide Clamp can control the liquid flow in
the Irrigation pipe and Waste pipe. Please
lock the Clamp, when you stop operating the
device.
10) It sucks the waste solution concurrently
while spraying (if vacuum extractor is
prepared). Vacuum extractor Is not included
in the product delivery and supplied
separately.
11) Press Nozzle lock upward first, when
withdrawing the Nozzle.




t) BonbLUOW 3alUWTHBIA 3KpaH — AONOMHUTENLHOE M3denve
(H npepoTBpalleHus  pas3bpbI3rMBaHUS  XUAKOCTU  NpU
ICNOMb30BaHMN Hacaakn ans 06paboTkM cnpeeM. Bonbluoii
3alLWTHBIV 3KpaH MOXHO NPUKPENUTb K Hacadke ans o6paboTku
cnpeem. BonblUOA 3alMTHBIA 3KpaH He BXOAUT B KOMMIEKT
NOCTaBKM U34eunsa 1 noaasnseTcst OTAENbHO.
0N ycTaHOBKMW: COXMUTE MATKUIA HAKOHEYHWK Hacagku Ans
06paboTKM CrnpeeM, BCTaBbTe €ro B OTBEPCTWE B 3alLYTHOM
3KpaHe M crnerka noTAHMTE 3a o0b6a ycTpoiicTBa B
MPOTVBOMOMIOXKHBIX ~ HaNpaBNEeHUsX, 4TOObl 3aPMKCUPOBATH
3allMTHBIV 3KpaH Ha Hacafke.
Ansa  pasbopku: COXMWUTE MATKWIA HAKOHEYHVK Hacafku U

12) The Large Splash Shield is to be used in
conjunction with the short nozzle. Large
Splash Shield is not included in the product
delivery and supplied separately.

To install: pinch soft head of short nozzle,
insert into the opening of this shield and
slightly pull in opposite directions to fixate
the shield on the nozzle head.

To uninstall: pinch soft head of nozzle and
remove.

5. Specification

CHUMUTE GOMBLUION 3aLMTHBINA SKPaH. No.  Item Specification
1) Power 15V DC,
source 10 x 1.5 V AA alkaline
(nomin  batteries (LR6).
5. TexHnyeckme xapakrepucTuku al
Ne 3nemMeHT TexHuyeckune values)
XapakTepucTukm 2) Rated  DC 15V
1)  WCTOu4HMK nuTaHms 15 B NOCTOSHHOTO TOKa, power
(HOMUHaNbHbIE 10x1,5 B  wWenouHble 3) Power 37.5W
3HaueHus) 6arapen Tuna AA (LR6). rating
2) HomuHanbHas MocTosHHbLIN TOK, 15 B 4) Net about 0.9kg
MOLLHOCTb Weight
3)  MouwHoctb 37.5Br 5  Flow 0.9—1.45L/minute
4) Bec HetTO Okono 0,9 kr rate
5)  Pacxog  »wupgkoctn  0,9-1,45 n/MuH (high
(noBblIWeHHas power
MOLLHOCTb) positio
6) MakcuMasibHast He meHee 2,5 M n)
A&/bHOCTb 6) Maxim  Not less than 2.5 meters.
opoLLeHust um
(noBbILLeHHas irrigati
MOLLIHOCTb) on
7) Pa3mepbl pyKOATKM Okono 185 X55 X 40Mm length
8)  YpoBeHb Liyma MeHee 75 ab (A) (high
9) Tun opoLueHua Pa36pbi3rnBaHme " power
CTpyiiHoe positio
10) Crepunusaums CrepunnsoBaHo n)
3TUNEHOKCUAOM nepes 7) Handpi  About
[0CTaBKoW ece 185mm*55mm*40mm
11) Bpewms Oblwee Bpems  paboThl dimens (Long* Wide* High)
HenpepbIBHOA KaX[Oro YCTpOiCTBa He ion
paboTbl, MIH AO/MKHO  npesblwate 5 8) Decibel Less than 75db (A)
MUHYT 9)  Solutio Fog-like and thread-like.
12) Cpok rogHocTH [Ba roga nform
10) Steriliz ~ Sterilized using ethylene
6. Knaccmukaumsa MK ation oxide before delivery.
1) O6opynoBaHWe ¢ BHYTPEHHUM UCTOYHUKOM NUTAHMA 11) Operat The total operating time
2} Pabouas yacTb Tvna B ion of each device should
3) IPXO time,  not exceed 5 minutes
4) He knaccumupmpyeTcs Kak yCTpOoicTBO Kateropumn AP/APG min
7. MNpoTuBoNoKasaHus 12) ﬁ?:lf Two years.
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\BbISIB/IEHbI.

t MpepynpexaeHus 1 Mepbl NPeA0aopPOXHOCTH

1) [aHHOe wu3genve [OO/MKHO  MCMOMb30BaThCs
KB/IM(MLMPOBAHHLIMU CrieLMannucTamm.

2) Mo ucTeyeHWn cpoka rOAHOCTM, YKAa3aHHOTO Ha ynakoBKe,
1CNoNb30BaHKe JaHHOrO YCTPOWCTBA 3anpeLuaeTcs.

3) laHHOe u3genve npegHa3Ha4YeHo TO/bLKO A4/ O4HOPA30BOro
1cnonb3oBaHus. Acnonb3oBaTb JaHHOEe M3genne MOBTOPHO
3anpeLLeHo.

4) Tepen wucnonb3oBaHWeM Yy6eauTecb B LENOCTHOCTU
ynakoBKKW. 3anpellaeTcss WCNONb3oBaTb W3Lenve, eciu ero
ynakoBKa MoBpexaeHa.

5) laHHOe n3gaenue He KnaccuunumpyeTcs Kak 06opyaosaHme
Kareropum AP/APG. 3anpelleHO Mcnonb3oBaHuMe yCTpoiicTBa B
MPUCYTCTBUN NIErKOBOCMIAMEHSIOLLMXCA aHEeCTe3MO0IOrMUYeCcKmX
CMeceil, B cOCcTaBe KOTOPbIX MMEETCH KMCopod, BO3AyX Wan
3aKm1Cb a3oTa.

6) 3anpeLaetcs moanpuLmMpoBaTb JaHHOE 060pyA0BaHME.

7) [laHHOe u3denve He COAEPXWUT CbEMHBIX AeTaneid, Kpome
HacazokK.

8) Cobntogaiite JeliaBytoLime MeCTHble
/HauMoHanbHble MnpaBuna, YTo6bl MPaBUIBHO YTUAN3UPOBATH
YCTPOICTBO NOC/NE UCMONb30BaHWS.

TOJIbKO

9. Yunusauus 6atapein U3 UICTOYHUKA NUTAHUS

1} Cuctema paboTaeT Ha LLenoYHbIX 6atapesx. batapen moryt
6e30MacHO UCMONb30BATbCA TO/IbKO B TEUEHWE CPOKA FOAHOCTU
yCTpolicTBa.

2) Ans Hagnexalleid nepepaboTKn WM yTUAM3aumn Gatapei
[JelicTByliTe B COOTBETCTBUM C MECTHbIMWU/HALVOHAIbHBIMU
HOPMaTUBHbLIMU aKTamu.

3) [ns npeaoTBpalleHns KOPOTKOrO 3aMblkaHna Hukorga HE
nepepesaiitTe NpoBog nNuTaHWsl. Takue [aeiiaBua  MOryT
npMBeCTM K neperpeBy 6/0ka WCTOYHWMKA MWUTAHWA U CTaTb
npuunHoOii  BO3ropaHus. [py  BO3HUKHOBEHWWM  KOPOTKOTO
3aMblkaHUA  He crefyeT  UCMOMb30BaTb  XKMAKOCTb WM
HaKpblBaTb YCTPOMCTBO. He npuHMMas HUKaKuX [OeNCTBUIA,
[OXANTECH MOJIHOMO OCThIBAHWSA YCTPOWCTBA W YTUNM3MPYITE
ero. Jlaxe nmpy MCMONb30BaHUM yapoiiaBa B COOTBETABUM C
PYKOBOJABOM MO 3KCM/yatauum eCTb  He3HauuTeslbHas
BEPOATHOCTb BO3HWKHOBEHUSI KOPOTKOMO 3aMbIKaHWs, TeM He
MeHee, HeobX0AMMO CobAEHUE BCEX MPaBUA YTUIN3ALMN,

4) Ains 6e30MacHOro M3BneveHus G6arapein HaXXMuTe Ha KianaH
1 CABUHbTE KPbILLKY, NOC/e 3TOr0 U3B/eKuTe 6arapen 13 rHesg,

10. HexxenatenbHble SBNeHUs
He BbIsIBNEHBI

11. TexHM4eckoe 06CNYXKMBaHWE, YACTKA W CTEPUIM3ALLNS

1) TMpoBefeHMe TEXHUYECKOrO OGCAYXMBaHUA  [LAHHOTO
ycTpoiiaBa He TpebyeTtcs.

2) TaK KaK YCTPOWCTBO He COAEPXXWT yacTeil, KOTopble MOryT
ObITb OTPEMOHTMPOBAHbI, MPOBEAEHNE PEMOHTHbIX paboT A/
[LaHHOT0 YCTPOICTBa He TpebyeTcs.
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6. IEC Classification

1) Internal electrical power source
equipment.

2) Type B applied part.

3) IPXO.

4) Not category AP/ APG equipment.

7. Contraindications
Not found.

8. Warning And Precautions

1) This device should be operated only by
qualified professionals.

2) This device should not be used after the
expiry date shown on the package.

3) This device is for single patient use only. Do
not reuse the device.

4) Prior to use, inspect the package. Do not
use if package is damaged.

5) This device is not evaluated as category AP
or APG equipment. This device is not suitable
for use in the presence of flammable
anesthetic mixtures with air or oxygen or
nitrous oxide.

6) No modification of this equipment is
allowed.

7) Except the Nozzle, there is no replaceable
part and accessory within the unit.

8) Observe the local / national regulations in
force in order to properly dispose of the
device after use.

9. Disposal of The Batteries

1) This device contains alkaline batteries. The
battery will be utilizable and safe, if the
device is within its useful life.

2) Follow local/natlonal current regulations
to properly recycle or dispose of the batteries
after use.

3) To prevent short-circuit, do NOT cut the
power wire at any time, which may cause
overheating of the battery pack and result in
a potential fire risk. In case of short circuit, do
not pour liquid over it nor cover it, simply
leave it and dispose after it is cooled down.
There is avery slim chance of short circuit if it
used as Instructed but proper means of
disposal is highly recommended.

4) To safely remove the batteries, press down
on flap and remove the lid; then remove
batteries off of the housing.

10. Adverse Effect



{ [aHHoe yapoiiCTBO NpefHa3HauYeHO TONMbKO  A/is
MHOpa30BOro  MCMoMb30BaHNs. [0Nb30BaTeN0 He  HYXKHO
/| pPOBOAUTL OUMCTKY WM CTEPUIM3ALIMIO LAHHOTO YCTPOIACTBA.

12. OnucaHune 31'IeKTpOMaI'HVITHOVI COBMECTUMOCTH yCTpOVICTBa

12.1. CootBetcTBYeT TpeboBaHUAM ctaHgapTtoB IEC 60601-1-2 n EN
60601-1-2.

Not found.

11. Maintenance, Cleaning And Sterilization
1) This device is maintenance free and
doesn't require routine maintenance.

2) This device doesn't contain user repairable
parts and doesn't need to repair.

12.2. NHCTpyKUMmn no NPUMEHEHUIO 3/1eKTPOMArHUTHOW 3) This device is for single patient use only.

cosmectmocti There is no cleaning or sterilization
1) OBOPYOOBAHWE ME wmwm CUCTEMA ME nogxoast ,u,nr—}e uirement for user

1CMONb30BaHNA B ONepaLoHHON, OTAENEHNN HEOT/IOXKHOMN MOMOLLM W g '

MPOLEAYPHOM KabuHeTe. 5 12. Electromagnetic Compatibility
2) TMpegpynpexgeHwe: He  npubnuxarTecb UM aKTVBHOM

BbICOKOYACTOTHOMY  XMPYpryeckoMy  060pyaoBaHulO U 64-
3KPaHWPOBAHHOIN KOMHaTe cucteMbl ME Anst MarHUTHO-Pe30HaHCHOI
TOMOrpadm, rae MHTEHCUBHOCTb 3/IEKTPOMAarHUTHBIX MOMEX BbICOKA.

3) MpepynpexaeHue: cnefyet M3beratb MCMOb30BaHUS AAHHOMQ

ob6opyf0BaHNS pPAAOM C ApYyruM 060pyA0BaHUEM UM BMECTE C HUM,
MOCKO/IbKY 3TO MOXET NPUBECTN K HeMpaBuIbHON aKcnyataumm. Ecnm
Takoe MCnosib3oBaHne HeobxoAMMo, cnegyeT Habnoaatb 3a 3TUM
obopyaoBaHueM M ApyruM 060pyaoBaHMeEM, YTOObl yoeanTbes, yTo
OHU paboTatT HOPMAsIbHO.

4)  [aHHoe YCTPOWCTBO He COAEePXuT
nosib3oBaTenemM kabenen, npeobpasoBartenei n  Opyrux
AKCECCYAPOB, KoTopble MOryT 6biTb 3ameHeHbl OTBETCTBEHHOW
OPFAHW3ALIVEN.

5)NpegynpexaeHve: noptaTMBHOE obopyposaHue
pafnoyacToTHOM cBA3M (BKNKOYas nepudepuitHble YCTPOIACTBA, Takme
KaK aHTeHHble Kabenu v BHELHWe aHTEHHbI) AO/XXHO UCMOJIb30BaThCA
He 6nmke 30 cm (12 ploiimoB) K no6oi yactm OAHOPA3oBOro
ANEeKTPOHHO-MMMYNBLCHOTO YCTPOCTBA ANnA oTtcackiBaHus (W-203),
BK/IOYas kabenw, ykasaHHble WM3roToBuTENEM. B MpoTMBHOM cryuyae
3TO MOXXET MPUBECTU K YXYALIEHWO MPON3BOAMTENLHOCTU [AaHHOrO
o060pynoBaHus.

6) MPUMEYAHWE: xapakTtepucTukn BbIGPOCOB 3TOr0 060py/J.OBaHI/I%

JenatoT ero NpuUrogHbIM 419 NCNob30BaHWS B MPOMBILLIEHHbIX 30HAX
n 6onbHULax (knacc A CISPR 11). Ecnnm OHO mMCNonb3yeTtcs B XKUMbIX
nomeLLeHmsx (419 KoTopbix 06bI4HO TpebyeTca CISPR11 knacca B), ato
060pyaoBaHMe MOXET He obecneuynBaTb afleKBaTHOW 3aLUTbl CIYXKO
pagnoyvactoTHOW  cBA3W. [lonb3oBaTentd MOXET noTpeboBaTtbes
NPUHATH MePbI N0 CMATYEHUIO NOCNEACTBUI, TaKne Kak nepemMeLleHne
W1 NepeopueHTaLust 060pyLoBaHNs.

12.3. TexHn4eckoe onucaHne 31eKTpOMarHUTHOM COBMECTUMOCTH

1) Bce HeobxoAumble WHCTPyKUMM no ob6ecnedyeHnto BA30BO

BE3OMACHOCTWU n OCHOBHbIX IKCMNYATALMOHHbIX
XAPAKTEPUCTWK B OTHOLUEHWUWN 3/1EKTPOMArHUTHBIX MOMEX B TEYeHne
UCKJTIOYEHHOro Cpoka cnyXbbl. OQHOPa30BbIi NPOAYKT. He MeHsiiTe
HUKaKWNX YacTein nsgenms.

PEMOHTUPYEMBbIX

bescriptions

12.1. Conform to the requirements of IEC 60601-
1-2:2014 and EN 60601-1-2:2015.

12.2. Instructions for use of electromagnetic
compatibility

1) The ME EQUIPMENT or ME SYSTEM is suitable
to be used in operation room, emergency room
and treatment room.

2) Warning: Don't near active HF surgical
equipment and the RF shielded room of an ME
system for magnetic resonance imaging, where
the intensity of EM disturbances is high.

3) Warning: Use of this equipment adjacent to or
stacked with other equipment should be avoided
because it could result in improper operation. If
such use is necessary, this equipment and the
other equipment should be observed to verify
that they are operating normally.

4) This device doesn't contain user repairable
cables, transducers and other ACCESSORIES that

are  replaceable by the RESPONSIBLE
ORGANIZATION.
) Warning: Portable RF communications

equipment (including peripherals such as antenna
cables and external antennas) should be used no
closer than 30 cm (12 inches) to any part of the
Disposable Electronically Pulsed Lavage Suction
Apparatus (W-203), including cables specified by
the manufacturer. Otherwise, degradation of the
performance of this equipment could result.

lf) NOTE: The EMISSIONS characteristics of this
equipment make it suitable for use in industrial
areas and hospitals (CISPR 11 class A). If it is used
in a residential environment (for which CISPR 11
class B is normally required) this equipment might
not offer adequate protection to radio-frequency

2)  PyKoBOACTBO U Aeknapauus M3TOTOBUTENIA-3NEKTPOMATHUTHBIE |\ oo coivicas The user might need to

n3ny4yeHnsa N HeBoCNPUMMUYNBOCTb
Tabnuua 1
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take mitigation measures, such as relocating or re-
orienting the equipment.

12.3 Technical description of electromagnetic
compatibility

1) All necessary instructions for maintaining BASIC
SAFETY and ESSENTIAL PERFORMANCE with
regard to electromagnetic disturbances for the
excepted service life. Disposable use product. Do
not change any parts of the product.



2) Guidance and manufacturer's declaration
electromagnetic emissions and Immunit

PyKOBO/ACTBO 1 Aekapalus Npon3BoauTeNs
3/IEKTPOMArHUTHbIE U3/TyUYeHNs!

TecT Ha
UMMYHUTET

AnekTpocraTnyeck

W paspsg (ESD)
IEC 61000-4-2
AnekTpuyecknii

ObICTPbIIA
NnepexogHbIi

npouecc / B3pbIB

IEC 61000-4-4

BonHa

IEC 61000-4-5

Mepenagabl
HarnpspKeHus,
KOpPOTKME
nepepbIBbl U
KonebaHuns
Hanps»keHnsa Ha

BXOAHbIX TMHNAX

nutaHuna

IEC 61000-4-11

IEC 60601-1-2
YPOBEHb TecTa

KoHTakT: 18 kB

Bo3ayx: 12 kB, 14 kB,
16 kB, 18 kB, 115 kB

NnHnn
3N1eKTPOCHaBXEHMS:
+2 kB

NuHUK BBOAA/
BbiBOAA: +1 KB

yactoTa NoBTOPEHNA
100 Kl

JIMHUA(TNHUK) K
MmHUN(nnHKAM): 10,5
KB, +1 KB.

JIMHUA(NTUHUK) Ha
3emnio: 10,5 kB, 11
KB, +2 KB.

0% nT 0,5 unkna

Mpun 0', 457, 90", 1357,
180", 225", 270 "'n
315"

0% 1T 1 umKn
n

70% 1T 25/30 unKnoB
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YpoBeHb
COOTBETCTBUA

KoHTakT: 18 KB

Bo3gyx: 12 kB,
14 kB, 18 kB,
+15 kB

N/A

N/A

N/A

VcnbiTaHne Ha BbIBGPOCHI CooTBeTCTBME

PagunoyacToTHble Bblbpockl (CISPR Table 1

113 Mpynna 1 Guidance and Manufacturer's Declaration -

Pa/Mo4acToTHbIe BbIGPOCH! (CISPR Electromagnetic Emissions

n) Knacc A Emission test Accordance

FapMoHUyeckme nsnyyerns (IEC RF emissions (CISPR 11) Group 1

61000-3-2) N/A RF emissions (CISPR 11} Class A
Harmonic emissions (IEC

Kone6aHuis HanpsixeHusl/ BbI6pOChI N/A 61000-3-2) N/A

mepuanma (IEC 61000-3-3) Voltage fluctuations /
flicker emissions (IEC N/A

Tabnmua 2 61000-3-3)
PYKOBOZCTBO M ieKnapalus npou3soauTens »
3MeKTPOMAarHuTHast HEBOCMPUUMUUBOCTb Table 2

Guidance and Manufacturer's Declaration -
Electromagnetic Immunity

Immunity
test

Electrostatic
discharge
(ESD)

IEC 61000-4-2

Electrical fast
transient/
burst

IEC 61000-4-4

Surge

IEC 61000-4-5

Voltage dips.
short
interruptions,
and voltage
variations on
power supply
input lines

IEC 60601-1-2
test level

Contact: 18 kV

Air: 12 kv, 14
kv,16kv,18
kv, 115 kv

Power lines: 12
kv

input / output
lines: 11 kV

repetition rate
100 kHz

line (s) to line (s):
10.5 kv, 11 kv.

line (s) to earth;
10.5 kv, £ 1 kv,
12kV.

0% UT 0,5 cycle

At 0", 45", 90",
135", 180", 225",
270 "n 315"

0% UT 1cycle

And

Compliance
level

Contact: 18
kv

Air: 12 kv,
14 kv, 18
kv, 115 kv

N/A

N/A

N/A



MarHutHoe none
YyacToTbl
MOLLHOCTH

IEC 61000-4-8
Conduced RF

IEC 61000-4-6

M3nyvaemblii
PagmnoYacToTHbIN

IEC 61000-4-3

OamnHouHas hasa: npu
0

0% Unkn nTt 250
50 l'y; 30 A/m

60 Mu: 30 A/m

Ot 150 kl'y go 80
Mru: 3Vrms

6Vrms (B ISM n
pPagmontobnTeNbCKMX
AmnanasoHax)

80% A T HauvacTtoTe 1
Ky,

3B/m

ot 80 Ml'y go 2700
Mry,

80 % AM Ha vacToTe 1
Ky,

50 'y: 30 A/m

60 I'u: 30 A/m

N/A

3B/m

o180 Ml'y go
2700 Mry,

80% AM Ha
yacTtote 1 Ky

OBPATUTE BHUMAHWE, 4TO Ut-sto a.c. HANpshkeHue mians
nepeg npMeHeHeM TeCTOBOIO YPOBHS.
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IEC 61000-4-
11

Power
frequency
magnetic field

IEC 61000-4-8
Conduced RF

IEC 61000-4-6

Radiated RF

IEC 61000-4-3

70% UT 25/30
cycles

Single phase:
npu 0

0% Cycle UT 250

50 Hz: 30A/m

60 Hz: 30A/m

150 kHz to 80
MHz: 3Vrms

6Vrms (ISM and
HAM)

80% Am at 1 kHz

3V/m

80 MHz to 2700
MHz

80% AM at 1 kHz

50 Hz: 30 A
/m

60 Hz: 30 A
/m

N/A

3V/m

80 MHz to
2700 MHz

80% AM at
IkHz

NOTE Ut is the a.c. mians voltage prior to
application of the test level



Jean

Guangzhou Clean Medical Products Manufacturing Corp.

Tebamue3

PYKOBOZCTBO ¥ AieKnapaLmii Npon3BoAMTENs aneKTpoOMarHuTas HeBOCNPUUMYMBOCTb

Ven)r«aemb
n
paayoyact
OTHbIVA IEC
S100CM-3
eXHUYeCK
ve
xapnTpuc
TMKN
UCTIbITAHUIA

HEBOCIPA
IMYMBOC
Tb MOPTOB
KOPIMYCA n
o6opyaosa
Ht0
paayoyact
omvioit
6ecnposog
HOI CBS3VT)

Yacto [Auanaso

Ta
Tecta
(Mry

1

385

450

710

745

780

810

n (Mru)

380-
390

430-

470

704-

787

960

Yenyra

TETRA 400

GMRS 460,

FRS460

LTE [Avana3oH
1317

GSM 8007900,

TETRA 800,

Mogynsuvst Mogyn  Paccroit

vnyrbcHas
MOAyNALms
18Ty

oM
OTKNOHEHUE
+5 Ky

CuHyc 1 kL

MmnynscHas
Moy naums
217y,

mnynscHast
MoAynALi
18Ty
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Auus
(B7)

18

0,2

Hue (M)

03

0.3

03

03

YPOBEHb
TecTa Ha
HeBocnpu
MMUMBOC
Tb (B/Mm)

27

28

28

Table3

6uMance and Manufacturer's Dedaratton - Electromagnetic Immunity

Radiate
dRF
IEC
61000-
43
(Speofid
ations
of
Enclosur
e Port
Immunit
y
Testing
to RF

Commu
nication

Test
frequ
ency
(MHz

)

385

450

710
745
780
810

870

Rang
e
(MHz

)

380-

390

430-

470

704-

787

800-

960

Service

TETRA
400

GMRS
460,

FRS
460

LTE
Band
1317

Modulation Modirfs Len

Pulse
modulatio
ni8Hz

FM
deviation +
5kHz

Sine 1 kHz

Pulse
modulatio
n217 Hz

tion

W)

18

0,2

fth
(m)

03

0.3

0.3

03

Immun
Ky test
level
(V/m)

27

28

28
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2450 2400

2570

5240 5100

5500
5800
5785

Blueto
oth.

WLAN.

80211
b/g/ti,

RFID
2450,

LIE
band 7

WLAN
802.11

a/n

Pulse 0.3
modulatio
n217 Hz

Pulse 0.2 03
1 nodulatio
n217 Hz

28



C L EA N Medtcal Product»

Guangzhou Clean Medical Products Manufacturing Corp.

13. Tpeb0oBaHMS K COCTOSIHMIO OKPY>KatoLLei cpeabl
YcnoBua xpaHeHUs

YCTPOIACTBO [0/MKHO XPaHUTLCA B aTMOCEPE HearpeccuBHbIX
rasos, B MPOX/1aAHOM, CYXOM W BEHTUAMPYEMOM MeCTe.
Temneparypa: ot -10 go +408C.

BnaxHoab: oTHOCUTE/IbHaA BNaxKHOCTL <95 %.
[JasneHune so3gyxa: ot 50 go 106 KMa.

Ycnosus aKcnnyataumu

Temnepartypa: ot 5 o 308C.

BnaxHoab: oTHOCUTeNIbHas BiaxkHOab <80 %.
[JasneHve Bo3ayxa; ot 86 o 106 Kla.

14. TponssoguTenb
HavmeHoBaHve;  Guangzhou
Manufacturing Corp.

Apgpec; No.163 Meidu Road, Chengjiao, Conghua District,
Guangzhou, Guangdong, Kutaii.

Zip Code: 510900

Agpec an. noutbl: info@cieanmfg.com

TenethoH: +86-20-87654060, 87817888

®dakc; +86-20-87303882

Beb6-caiit; www.cleanmfg.com

Ciean Medicai Products

15. Mpepaasutensb B EC.
HavmeHosaHme: SUNGO Europe B.V.
Agpec:  Olympisch ~ Stadion 24,
HupepnaHabl

1076DE  Amsterdam,

16. 3HayeHune cMMBOOB

Ha ynakoBke M B gaHHOM pyKOBOJaBe MOryT Bape4artbCs
cnefylowye  CUMBOSbl.  HeKoTopble  CUMBO/bI - OTpaXKaroT
COOTBETaBME AaHHOr0 YCTpoiiaBa MYyCNOBUIA €ro aKcrayaraLmm
onpejeneHHbIM aaHgapTam.

smfth&nephew Jlorotyn KoMnaHuu
m MapknpoBka COOTBETaBUSA
CE.
0123
M MpowussognTens
1EC |rEp | OuumancHbIA - NpeacTasuTeSb
B EBponevickom coobLuecTse
) CrepunusosaHo  Okcuaom
bterilefeo P A
aTuneHa
[2 Cm. WNHapykumn rno
NMPUMEHEHUIO.
He  wncnonb3oBatb npw

NoBpPEXAEHNN YNAKOBKU
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13. Environmentai Requirements
Storage conditions:

This device should be stored in non-corrosive
gases, cool, dry, and ventilated place.
Temperature: -10°C'*+40°C.
Humidity: <95%RH.

Air pressure; BOkPa'tO6kPa.
Operating conditions:

Temperature: 5C*30'C.

Humidity: <80%RH.

Air pressure: B6kPa'-tO6kPa.

14. Manufacturer

Name: Guangzhou Ciean Medicai Products
Manufacturing Corp.

Address: No0.163 Meidu Road, Chengjiao,
Conghua District, Guangzhou, Guangdong.
Zip code: 510990

E-mail: info@cleanmfg.com

Tel: +86-20-87654060, 87817888

Fax: +86-20-87303882

Web: http://www.cleanmfg.com

15. EC Representative :

Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands

16. Symbol Descriptions

The following symbols may appear in this
manual and on the label. Some ofthe symbols
represent

standards and compliances associated with
the device and its use.

&My Company logo

C¢€ CE marking of conformity.
0123
M1 Manufacturer
1EC [rep| Authonzed Representatl_ve
in the European Community
STERILEEO Stgrlllzed using ethylene
oxide
C® Consult instructions for use.



REF
LOT

SN

MD

Short

Long

3anpet Ha
npuMeHeHve
OctopoxHo! O6patutech K
conpoBoAuTENbHOM
[JOKyMeHTaumm

NoBTOPHOE

Homep no katanory

Kog naptum

CepuiiHbIiA HOMep

YTUNUN3ALWA. 3anpelyaetcs
YTUNN3MPOBATb [AaHHoe
n3genve BMecCTe c
HecopTMPOBaHHbIMY
6bITOBLIMU 0TX04aMW.
Heobxogumo

npoun3BoANTb  COPTUPOBKY
0TXO[0B

[JlaTta n3rotosneHus

Wcnonb3oBarts fo.

TemnepartypHblii  AnanasoH
XpaHeHust

Pabouvast yacTb TMNa B

[Jepxutecb noganbliue OT
CO/THEYHOTO CBETA.

MeganumHckoe nsgenve

aToT CUMBO/ Ha
nepekntoyarene  03Havaet
NooXXeHne c HU3KUM

3HepronoTpebneHneM.
{MocTosHHbIN TOK 9 B).

37071 cumBonN Ha
nepekntoyatenie  o3Havaer
BbICOKYO MOLLHOCTb.
(MoaosiHHbIN TOK 15 B).

10T cMMBON Ha

nepekntoyarene O3HavaeT
PeEXnM OCTaHOBKN

Bepx, He KaHTOBaTb
Xpynkoe, 0CTOPOXHO

bepeyb OT Bnaru

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

REF
LOT
SN

lwT

10t”

MD

Short

Long

° EE O

Do not use if package is
damaged and opened

Do not reuse

Caution; Consult the
accompanying documents.

Catalogue number

Batch code/ Lot number

Serial number.

DISPOSAL; Do not dispose
this product as unsorted
municipal waste. Collection
of such waste separately for
special treatment is
necessary.

Date of manufacture.

Use by date.

Storage temperature limit.
Type Bapplied part.

Keep away from sunlight.

Medical device

This symbol on the trigger
side means low power
position. (DC9V).__
This symbol on the trigger
side means high power
position. (DC 15V).

This symbol on the trigger
side means stop tap
position.

This way up.
Fragile, handle with care.

Keep dry

13



MNMPUNOXEHUE K PYKOBOACTBY MO 3KCNNYATALNW MEANLUWMHCKOIO U3AENNA
«CUCTEMA «IMYJTIbC-NABAXX» 3NNIEKTPOHHAA OAHOPA3OBAA VERSAPULSE»
ADDITIONS TO INSTRUCTION FOR USE OF MEDICAL DEVICE
«DISPOSABLE ELECTRONICALLY PULSED LAVAGE SUCTION APPARATUS»
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Russian text

Cnefywolwme HaMMeHOBAHMSA, WUCNOMb30BaHHble NO TEKCTy [AaHHOro
OOKYMeHTa, SIBAAKTCA TOXAECTBEHHbIMW HaVMEeHOBaHWI0 MeAULMHCKOro
n3gennsa «Cucrema «MyNbC-naBax» 3NeKTPOHHas ofHopasoBas
VERSAPULSE»:

- Cuctema aNeKTpoHHasa 0f4HOPa3oBas «MynbC-NaBaXk»;

-Cnaema «nynbc-naBax»;

eCuctema VERSAPULSE;

- VERSAPULSE;

-Cnaema;

*/13penue;

MW - meguumHcKoe nsgenue.

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

English text

The following names used throughout this document
are identical to the name of the medical device
"Disposable Electronically Pulsed Lavage Suction
Apparatus VERSAPULSE":

« Disposable Electronically Pulsed Lavage Suction
System;

- Pulsed Lavage System;

- VERSALPUSLE System;

-VERSAPULSE;

- System;

- Device;

MD - Medical Device.

15



text English text
1EHOBAHVE MEAVLMHCKOIO U3JENUNA (MUN) N EFO KNACCUOUKALKSA/ MEDICAL DEVICE (MD) NAME

>IFICATION
«MyMbC-NaBaX»  3MEKTPOHHass  ofHopasosas Disposable Electronically Pulsed Lavage Suction
(PULSE, B cocTaBe: Apparatus consists from the following parts:
NKOSTK, 1. Handpiece;
[Hacaoxm: 2. Nozzles:
Na ans 06paboTKuM Crpeem; - Fan Spray Nozzle;
|lecan@ ans 06paboTkM KaHaia 6eApEHHO KOCTU. - Femoral Nozzle.
Tpybka ApeHakHas € 3aKMMOM; 3. Waste pipe;
[LTpy6Ka ¢ huTHrom JTrospa ANs Nogayum XXuAKoCTH; 4. Irrigation pipe;
VicTouHVK nuTtaHus; 5. Battery bag;
|6 Kabenb nutaHus. 6. Power wire.
KNACCUPUKALINA MIA/ MD CLASSIFICATION
KpartHoab npumeHeHuns - OgHOKpaTHoe npuMeHeHue Frequency of use - Single use

CrepunbHoab - CTepunbHO, CTEPUNM30BaHO aTUNeHoKenaom  Sterility - Sterile, Sterilized using ethylene oxide
Kracc prcka B COOTBETCTBMM C NpuKa3zom MuH3apaBa 4H - 2a  Local Russian Nomenclature class in acc. With MoH
IHBa3MBHOab - XMpypruyeckn nHeasmsHoe MU 4n Order - Ha

Invasiveness - Surgically invasive device
YCNoBWA NPUMEHEHUA A SKCONYATALNA MW/ USE &OPERATION CONDITIONS OF MD

PekoMeHyeMble YCOBUA SKChyaTauun: Recommended operation conditions:
ICN0B1 operation conditions
Temnppatypa +5°C..+30"C TefT'peratjr»’ +5"C...+30'C
BnaxkHoab <80% i
86 KoL 106 K1 Humidity <80% RH
Hasnexve Kia... W0 Klia Pressure 86 kPa ...106 kPa

Jonyaumo  uCMonib30BaTb  CMAEMY  MPU  YC/IOBMSX,
MPUBIKEHHBIX K YCNIOBMSIM BHYTPEHHE Cpeabl YenoBeka -
01 32“C po 42°C n BnaxkHoau ot 80% go 100%.

It's allowed to use system under conditions close to
the conditions of human internal environment - from
32 *C to 42 *C and humidity from 80% to 100%.
OBLLEE ONNCAHWE ®YHKLIMOHANBHbIX 3TEMEHTOB MIA/ GENERAL DESCRIPTION OF FUNCTIONAL ELEMENTS
OF MD

Pykosatka/ Handpiece

OcobeHHoCTH features

[Jonyck coctaBnsert +5% ans Bcex 3Ha4YeHWiA, ecnn He ykasaHo nHoe/ The tolerance is 5% for all values,
unless otherwise sfliriRed

Pasmepbl  PyKOSTKU
(OmmHa X LWupuHa x
BbicoTa), MM/
Handpiece dimension
(Length X Wide x
Height), mm

185x55x40

0,17*
¢ Handbi ¥ *Macca pykosiTku ¢ Tpy6amum 1 Kabenem nutaHus, 0Tpe3aHHbIM Ha KOHLe PYKOSTKM.
Mass of Handpiece, kg /Mass of the handpiece with the pipes and power wire cut at the end of handpiece.

Macca pyKosiTku, Kr/

16
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Mepekntoyatesb MMEET TPU MOMOXKEHUS: MOMOXeHWEe ANs paboThl B peXxume
MOHWKEHHOW MOLHOCTM (0603HAYEHO KOPOTKVM CUMBOJIOM «-»), MOJOXEHWE A/1s

O/IOKEHUS paboTbl B PEXMME MOBbILIEHHO MOLHOCTM (0603HA4YEHO A/IMHHBIM CUMBOJIOM «—

(hekntovarens/ —»), NOSIOXXEHNE ANa NpekpaweHns paboTbl (0603Ha4YeHO cMMBONOM «O»)/ The

jger positions Trigger have low power position with symbols h o rt hi g h power position with
symbol long"-----", and stop tap position with symbol "O".

Intacta

Hacagka ans o6pabotku cnpeem/ Fan Spray Nozzle (Short Nozzle)

OcobeHHOEN 1 features

Jonyck coaaBnseT £5% An1s BCex 3HAYEHWI, ecnn He ykazaHo nHoe/ The tolerance is 5% for all valuesi
unless otherwiseBM led.

Pasmepsl (nvHa x LnprHa x BeicoTa), mm/ Dimensions (Length x Wide x Height),

125x32x32
mm
Macca, 1/ Mass, g 20,5
BHyTpeHHWMIA Avawvetp
pacnbiMTenibHOM — Tpy6KKU,  Mm/ 3,70,1
Inner diameter spray tube, mm
BHeLwHwI avametp
pacnbinMTenbHOM  TpyoKKM, MM/ 4,4+0,1
Outer diameter spray tube, mm
BHyTpeHHWIA AnameTp
BcacblBatolleli Tpyokn, mm/ Inner 10+0,2

diameter suction tube, mm

BHellHWIA AnamMeTp BcacblBatoLLEN

Tpy6kn, mm/  Outer diameter 12+0,2
suction tube, mm

Hacagka ansi 06paboTku KaHana 6eapeHHoi kocti / Femoral Nozzle (Long Nozzle)

OcobeHHOCTH features

Lonyck coctaBnset 5% Ana Bcex 3HaUYEHUIA, ecnn He ykasaHo MHoe./ The tolerance is +5% for all values,
unless otherwise

Pasmeps! (JnvHa x LWnprHa x Beicota), mm/ Dimension (Length x Wide x Height),
mm

[nameTp 3alMTHON Hacaaku, HapyXHbIl, MM/ Diameter of Long nozzle protecting 1740 11
tube, (outer), mm '

[nameTp 3aWMTHOW Hacagku, BHyTpeHHuid, Mm/ Diameter of Long nozzle

280x32x32

. : 15+0,1
protecting tube,(inner), mm
Macca, r/ Mass, ¢ 28,5
BHYTPEHHWIA AnaMeTp pachblIUTENbHOM 3,710,1
Tpyb6Kku, MM/ Inner diameter spray tube,
mm
BHewHuii  guameTp  pacnblIUTENbHOM 4,4+0,1
Tpyokn, mm/ Outer diameter spray tube,
mm
BHYTPEHHWIA  AuameTp  BcacblBatoLLelt 8,4+0,2
Tpy6kun, MM/ Inner diameter suction tube,
mm
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(Mepbl MCTOYHMKA NWUTaHWUS B Yexne
AiHa X LWwvpuHa x Bbicota), mMm/

ittery bag dimension (Length x Wide x 89x46x148
deight), mm
""“ca, r/ Mass, g 73

/
/VicTouHmnK nuTtaHusl/ Power source

McTouHMK nuTanms - JecsaTb WenoyHbIx 6e3pTyTubix b6atapeid 1,5 B
noaosiHHOro ToKa, Trna AA/ By 10 pieces DC 1.5V mercury-free AA

MocTosAHHbIN TOK, 158/ DC 15V

Kabenb nutaHusa/ Power wire

Jonyck coctaBnset 1 5% An1s Bcex 3HaYeHWiA, ecnm He ykasaHo nHoe./ The tolerance is 5% for all values, unless

/ alkaline batteries.
EmkocTb Garapeit, MA*u/ Battery
: 2500

capacity mA*h

HanpsbkeHne nutaHua. B/ Power

voltage, V

OcobeHHOCTH features
otherwise

[Onametp (0), mm/ Diameter (0), mm 4,0 £0,2
OnnHa, mv/ Length, mm 3010
Macca, 1/ Mass, g 78

BO3MOXHOab MW meTtoab unterpayun ¢ JPYTUMW mn/ THE POSSIBILITY AND WAYS OF INTEGRATING WITH

OTHER MEDICAL DEVICES

/3penve  MCNonb3yeTcs COBMECTHO C  YCTPOWCTBaMM:
yCTpO/aBo AN CO3[aHUA BakyyMa W NakeT A/ XUAKOCTU
(Mppurayum). PekomeHayeMble NapameTpbl YCTPOCTBa A1
CO3[aHns Bakyyma:

MakcrmMasbHbIl ypoBeHb BakyyMa - 5-40 klla.

MolHocTb notoka - 38-40 1/MUH.

PeXkvm HenpepbIBHOW paboTbl.

®POPMA NMOCTABKWN/ HOW SUPPLIED

M3penvie noctaBnseTca B BOWHOM CTEPUNLHOW YakoBke; 1)
bnuctepHas  ynakoBka n bymara  Tyvek; 2
TepmocBapvBaeMmblii NIOCKUIA MeLOK. [JBoiHas cTepusibHas
ynakoBka COLEpPXWUT OAHO m3genue. [BoliHas cTepubHas
ynakoBKa BMeCTe C MYNbTUAVHIB/IbHbIM PYKOBOACTBOM O
aKcnnyaraupmm NOMELLAeTCH B KapPTOHHYIO KOPOOKY. Ceblka
Ha PYKOBOACTBO MO 3KCrjlyataumm Ha PYCCKOM i3blKe
COAEPXKMTCA Ha MapKMPOBKe.

The device is used with devices: Vacuum extractor
and Irrigation bag. Recommended parameters of the
Vacuum extractor:

Maximum level of vacuum - 5-40 Ka.

Flow rate - 38-40 L/min.

Continuous working mode.

The device is delivered in Double sterility packaging:
1) blister box and tyvek; 2) Heat-Seal Flat Pouch.
Double sterile packaging contains one device. Double
sterile packaging along with the multilingual
Instruction for use is placed in the Packing Box. Link
to Russian Instruction for Use is contained on the
labelling.

NMEPEYEHb MATEPUANOB XXUBOTHOIO N (MNN) HENOBEYECKOTIO MPOUCXOXAEHUNA/ DEVICES INCORPORATING

NON-VIABLE MATERIALS OF ANIMAL ORIGIN

Cuctema  MynbC-naBaXK»  3NEKTPOHHas  OfHOpa3oBast
VERSAPULSE He cofepXXuT HEXMN3HECNOCOOHbIX MaTepranoB
YKMBOTHOTO U (WN) YENOBEYECKOTO NMPOVCXOXAEHNS.

Disposable Electronically Pulsed Lavage Suction
Apparatus VERSAPULSE does not contain non-viable
materials of animal and (or) human origin.

COAEPXAHWE MELVLUWHCKUX CYBCTAHLWN/ DEVICES INCORPORATING A MEDICINAL SUBSTANCE

Cnctema  VERSAPULSE  He
CyGCTaHLUMIA B CBOEM COCTaBE.
NMEPEYEHb CTAHOLAPTOB/ LIST OF APPLICABLE STANDARDS
1 OWPEKTVBA COBETA 93/42/EEC - MefuumHckme
NpuGOpbI, YCTPOICTBA, 060pYyA0BaHNE

2. EN 556-1 - Crepunusaums MeaVLUMHCKMX W3aenuii.
TpeboBaHMs K MEAULMHCKAM  U3LENUsM  KaTeropum
"cTepunbHble”. Yactb 1. TpeboBaHWA K CTepuamnsaumm
yNakoBaHHbIX MeANLVHCKUX U3LeNnia

COLEPXKUT  MEANLMHCKMX
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Disposable Electronically Pulsed Lavage Suction
Apparatus does not contain a medicinal substance.

1. 93/42/EEC- Medical Devices Directive (MDD)
2. EN 556-1- Sterilization of medical devices -
Requirements for medical devices to be designated
"STERILE" - Part 1. Requirements for terminally
sterilized medical devices
3. EN 1041- |Information supplied by the
manufacturer with medical devices
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N 1041 - Wspenua  meguuMHckue.  VIHopmauus,
AoaaBnsemas U3rotosuTesiem

bl 1SO 10993-1 - OugeHka 6MOMOrMYecKoro AencTBms

N MUMHeKnX nsgenuin. Yactb 1. OueHka v uccnefoBaHus
AU BpLecce MeHedKMEHTa PUCKOB

tN 1SO 10993-5- Buonormyeckas oLeHka MegUUUHCKMX

Azpenvid. YacTb 5. McnbiTaHns Ha LUMTOTOKCUYHOCTL in vitro

$ ENISO 10993-7 - Bronornyeckas oueHKa MeauLMHCKUX

ugenuia. Yactb 7. OcTaTkKm npu  cTepunmnsaumu
3TU/IEHOKCUAOM.
7. EN ISO 10993-10 - buonornyeckad oOLEHKa

MeaULMHCKMX n3genuid. Yactb 10. Mpobbl Ha pasgpaxeHne
N aNiNepruyeckyto peakumio Koxu

8. ENISO 11135 - Crepunusauns MeguLMHCKNX U3aenuii.
dtnneHokeng, (Okeng atuneHa). TpeboBaHWA K paspaboTke,
Ba/mMAauMmM M Tekywemy  KOHTPO/M0  npolecca
cTepUAM3aLn MeaNLMHCKNX U3Lenuii

9. EN ISO 11138-1 Crepynmsaums  MeSULMHCKMX
n3genuii. buonormyeckne nHamkatopbl. Yacte 1. Obwme
TpeboBaHWs

10.EN I1SO 11138-2 - Crepunuzaumsi MeauLMHCKON
npogykumun. buonoruueckne wuHAMKatopbl. Yactb 2.
Bronoruyeckne MHAMKATOPbL! 41 CTEPUIM3ELLMN OKCUL0M
aTuneHa

11.EN  ISO 11607-1 - YnakoBka /11  MELMLMHCKMX
W3LENWiA, Nofnexawyx QUHULLHOM CTepuaunsaumn. Yactb
1. TpeboBaHuMa K MaTepuanam, 6apbepHbIM cUCTEMaM L1
CTepUIN3aLMmn 1 ynakoBoYHLIM CUCTEMAM

12.EN 1SO 11607-2 - YnakoBka A/  MeLULMHCKUX
n3aenuiA, noanexawyx QUHULLHOMK cTepunmnsaumn. Yactb
2. TpeboBaHMA K Banmgauuy npoLeccoB hopMuMpoBaHus,
repMeTm3aLmm 1 coopku

13.EN IS0 11737-1 (ISO 11737-1) - Crepunusaums
MeaWUMHCKUX n3genuit. Mukpobuonormyeckme meTtodbl.
Yactb 1. OueHka nonynaumMum MUKPOOPraHW3MOB Ha
MPOAYKLMM

14.EN  I1SO 11737-2 (ISO 11737-2) Crepunusaums
MeAUUMHCKUX M3genuit. Mukpobuonormyeckne MeTofdbl.
YacTb 2. WcnbiTaHusi Ha CTEPUNLHOCTL, NPOBOAUMbBIE MPU
Ba/MAaLMK npoLecca ctepuansalmm

15. EN ISO 13485 (ISO 13485) - W3genus meOuuMHCKME.
CvicTeMbl MeHeKMeHTa KauecTBa. TpeboBaHus A5 Leneit

perynmposaHus
16.EN ISO 14155 (ISO  14155) -KnuHuyeckme
nccnefioBaHNA  MeAVLMHCKUX  u3fenunin.  Hagnexxawas

KNMHWYEeCKaa npakTunka

17. EN ISO 14971 (ISO 14971) - W3penua meOuuUMHCKYE.
MpUMeHEHE MEHEMKMEHTA pUCKa K  MEAULMHCKAM
n3genmam

18. EN ISO 15223-1 (ISO 15223-1) - W3genus meauuuHCKue.

CuUMBO/bI, MPUMEHseMble NP  MapKMpoBaHMM  Ha
MeANLMHCKNX N3penmsx, 3TUKETKax n B
COMpOBOANTENLHOW  fOKyMeHTaumu. Yacte 1. O6wme
TpeboBaHus
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4. EN ISO 10993-1 - Biological evaluation of
medical devices - Part 1; Evaluation and testing
within a risk management process

5. EN ISO 10993-5- Biological evaluation of
medical devices - Part 5: Tests for in vitro cytotoxicity
6. EN ISO 10993-7 - Biological evaluation of
medical devices - Part 7: Ethylene oxide sterilization
residuals

7. EN ISO 10993-10 - Biological evaluation of
medical devices-Part 10: Tests for irritation and
delayed-type hypersensitivity

8. EN ISO 11135 - Sterilization of health care
products - Ethylene oxide Requirements for
development, validation and routine control of a
sterilization process for medical devices

9. EN 1S011138-1 - Sterilization of health care
products-biological  indicators-Part 1. general
requirements

10. EN 1S011138-2 - Sterilization of health care
products-biological indicators-Part 2: biological
indicator for ethylene oxide sterilization process

11. EN ISO 11607-1 - Packaging for terminally
sterilized medical devices - Part 1. Requirements for
materials, sterile barrier systems and packaging
systems

12. EN ISO 11607-2 - Packaging for terminally
sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly
processes

13. EN ISO 11737-1 (ISO 11737-1) - Sterilization of
medical devices - Microbiological methods - Part 1.
Determination of a population of microorganisms on
products

14. EN ISO 11737-2 (I1SO 11737-2) - Sterilization of
medical devices - Microbiological methods e Part 2:
Tests of sterility performed In the definition,
validation and maintenance of a sterilization process
15. EN ISO 13485 (ISO 13485) - Medical devices -
Quality management systems - Requirements for
regulatory purposes

16. EN ISO 14155 (ISO 14155) - Clinical investigation
of medical devices for human subjects - Good clinical
practice

17. EN I1SO 14971 (ISO 14971) - Medical devices -
Application of risk management to medical devices
18. EN ISO 15223-1 (ISO 15223-1) - Medical devices
" Symbols to be used with medical device labels,
labelling and information to be supplied -- Part 1,
General requirements

19. EN 15986 - Symbol for use in the labelling of
medical devices - Requirements for labelling of
medical devices containing phthalates

20. EN 60601-1 (IEC 60601-1) - Medical electrical
equipment - Part 1. General requirements for basic
safety and essential performance
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jl 15986 - CumBONbI ANS  WCMOMb30BaHUA  NpY
/VpoBKe MeOWLMHCKMX YCTPONCTB. TpeboBaHMA K

;KWPOBKE  MEAWUMHCKUX YapoWCTB, COAEPXKaLimx
AN pathl
60601-1 (IEC 60601-1) - W3pgenuma meguUMHCKUe
nektpuyecknme.  Yactb 1. O6wme  TpeboBaHuMA
3e30MacHOCTM € YYeTOM OCHOBHbIX (YHKLIMOHAIbHbIX
XapakTepucTuK
21. EN 60601-1-2 (IEC 60601-1-2) - N3penuns meguLMHCKmne
anektpuyeckne. Yactb  1-2.  O6wpe  TpeboBaHMS

6€30MacHOCTM C Y4Y4ETOM OCHOBHbIX (DYHKLIMOHA/IbHbIX
XapaKTepUCTMK. MapannenbHblii cTaHaapT.
ANeKTpOMarH1THbIe Nomexu. TpeboBaHUSA Y UCTbITAHUS

21. EN 60601-1-2 (IEC 60601-1-2) - Medical
electrical  equipment Part 1-2: General
requirements for basic safety and essential
performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests

TPEBOBAHWA K TEXHWYECKOMY OBCTYXXBAHNKO N PEMOHTY MW/ REQUIREMENTS FOR TECHNICAL SUPPORT

AND REPAIR OF MD
HenpumeHumo, T.K. n3genna
04HOPa3oBOro NPUMEHEHNA.

npeaHasHavyeHbl  ON14

Not applicable as device is single use only.

YCNOBWA TPAHCNOPTUPOBKIW 1 XPAHEHIA/ CONDITIONS OF TRANSPORTATION AND STORAGE

Hwke npuBeaeHbl PEKOMEHAYEMble [AManasoHbl YC0BWiA
TPaHCMoOPTUPOBKN.
YcnouaBBLW na HWWWIM ONBHK W
V3penve [OMKHO XpaHUTbCA B atmocdepe
HearpeccuBHbIX rasos, B NPOX/1agHOM, CyXOM
W BEHTUIMPYEMOM Meae.

Temneparypa -10@C...+408C
OTHOCUTE/NbHAsA <95%
B/TXKHOCTb

[asneHve 50kMMa...106kMa

Recommended transporatation ranges are presented
)elow.
Storage
conditions
This device should be stored in
non-corrosive gases, cool, dry,
and ventilated place.

& Transportation

Temperature  -10@C...+40“C.

Humidity <95% RH

Pressure 50kPa...106kP
a

NOPAAOK n YCNOBUA YTUIN3ALMA nnn YHAYTOXXEHNA mu/ DISPOSAL RULES AND CONDITIONS

3anpewlaeTca yTMAU3MPOBaTh AAHHOE W3fenue BMeCTe ¢
HECOPTUPOBaHHLIMW BbITOBLIMU  OTXO4amMu. Heobxoaumo
Npon3BOANTL COPTUPOBKY OTXOA0B.

licnonb3oBaHHbIE M3AENWs LOMKHbI ObITb YTUIN3UPOBaHbI B
COOTBECTBMM C TpebOBaHWAMM 3aKOHOAATE/NbCTBA  Kak
3NMAEMMONOTMYECKN OMacHble 0TX0AbI (Knacc onacHocTu b).
Heuncnonb3oBaHHbIE U34ENUA YTUINSUPYIOTCS, Kak ObITOBbIE
oTXoAbl (Knacc onacHocTn A). ECnn n3fenme Hy>XHO BEpPHYTb
[N aHanm3a, o6paTuTech No TenedoHy, yKasaHHOMY HUXE.

FAPAHTUA 1 PEKNTAMALA/ WARRANTY AND CLAIM

FapaHTMs Ha W3AEeNne PacnpoCTPaHseTCs Ha MaTepuanbl,
(YHKLIMOHMPOBAaHNE W  OTCYTCTBME MPOW3BOACTBEHHOMO
Gpaka MpW YCNOBWU WCMONb30BAaHUS TOMbKO Y OAHOrO
naumenta. HE WCMOJIb3OBATb TOBTOPHO. JAHHAA
FAPAHTMA  3AMEHAET BCE  OPYTUE  TAPAHTUW,
BbIPAXEHHBIE ~ ABHO, MNOAPA3YMEBAEMBIE — W/WN
YaAHOBJ/IEHHbIE 3AKOHOM, B TOM 4WCNE, HO HE
OrPAHNYMBAACH, TAPAHTUIIO MPUTOAHOCTW K NMPOLAXE,
COOTBETCTBUA nwmnmn MNMPUTOAHOCTWU ONA
OI'IPE,EI,EI'IEHHOVI UEMA W BCE AOPYITME OBA3ATENLCTBA
W OTBETCTBEHHOCTb CO CTOPOHblI KOMIMAHN
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Do not dispose this product as unsorted municipal
waste. Collection of such waste separately for special
treatment is necessary.

Used products must be disposed In accordance with
the legislation requirements as epidemiologically
hazardous waste (hazard class B). Unused products
disposed as household waste (hazard class A). If the
medical device needs to be returned for analysis,
contact by the phone number listed below.

The warranty on the device, its materials, operation
and lack of manufacturing defects applies only if it
was used on one patient. DO NOT REUSE. THIS
WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES,
EXPRESS, IMPLIED AND/OR STATUTORY, INCLUDING,
BUT NOT LIMITED TO THE IMPLIED WARRANTIES OF
MERCHANTABILITY, FITNESS AND / OR FITNESS FOR A
PARTICULAR PURPOSE AND ALL OTHER OBLIGATIONS
OR LIABILITY ON THE PART OF GUANGZHOU CLEAN
MEDICAL PRODUCTS MANUFACTURING CORP.

AUTHORIZED REPRESENTATIVE ON THE TERRITORY
OF THE RUSSIAN FEDERATION:
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/ZHOU CLEAN MEDICAL PRODUaS MANUFACTURING  Smith & Nephew, LLC, Russia, 105120, Moscow, 2nd
Syromyatnichesky lane., 1, floor 9, prem. 1, room 1

5 Tel: +7 (495) 755-55-03
y)XOMOUYEHHOW MPEACTABUTENb HA TEPPUTOPUN

4L | CKOWN ®EOEPALIAN:
NNTBO C OrPaHUYEHHOW OTBETABEHHOCTbIO «CMUT 3HA
euto» (000 «CmuT 3HA Hedbio»); Poccms, 105120 r.
bekBa, 2-1 CblpomATHUYeCKUiA nep., 1, atax 9, nom.l,
IOMH.1
len: +7(495)755-55-03
HAWUMEHOBAHVE W FOPUAWNYECKAA AAPEC MPOU3BOAMTENA MW/ NAME AND LEGAL ADDRESS OF
MANUFACTURER

PA3PABOTUVIK: DEVELOPER:

Guangzhou Clean Medical Products Manufacturing Corp., No. Guangzhou Clean Medical Products Manufacturing
163 Meidu Road, Chengjiao, Conghua District, 510900 Corp., No. 163 Meidu Road, Chengjiao, Conghua
Guangzhou, Guangdong, People's Republic of China District, 510900 Guangzhou, Guangdong, People's

Republic of China
MPOU3BOANTE/b:

Guangzhou Clean Medical Products Manufacturing Corp., No. MANUFACTURER:
163 Meidu Road, Chengjiao, Conghua District, 510900 Guangzhou Clean Medical Products Manufacturing

Guangzhou, Guangdong, People's Republic of China Corp., No. 163 Meidu Road, Chengjiao, Congh
District, 510900 Guangzhou, Guangdong, People'
MECTA NMPOWN3BOACTBA: Republic of China

Guangzhou Clean Medical Products Manufacturing Corp., No.
163 Meidu Road, Chengjiao, Conghua District, 510900 MANUFACTURING SITES:

Guangzhou, Guangdong, People's Republic of China Guangzhou Clean Medical Products ManufacturH
Corp., No. 163 Meidu Road, Chengjiao, CongMua

Mpepacrasutens B EC.: District, 510900 Guangzhou, Guangdong, People's

HavmeHosaHme: SUNGO Europe B.V. Republic of China

Agpec:  Olympisch Stadion 24, 1076DE Amsterdam,

HvaepnaHabl EC Representative :

Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24,1076DE Amsterdam,
Netherlands
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lleperoa ¢ aHINIMHCKOIro B KHTAHCKOTO A3bIKOB HA PYCCKKIA A3BIK

CEPTHOUKAT

<JIOFOTUN KUTARCKOIO KOMUTETA COIAEUCTBHA PA3BUTHIO
MEXJIYHAPOJIHOH TOPIrOBJIA CCPIT>

Kuraiickuii koMmuteT coneiicreus passuTHIO MeXILYHAPOAHO TOProaiu,

Kuraiickas nanata mexynapoaHod roprosan
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KnTalCcKniA KOMUTET COAENCTBAM pa LlUMTULL MEXAYHAPOAHOM TOProBm
Ku1alickau nanara MexxgayHapoaHOM TOProBu

CEPTU®UNKAT

QR-kop Ne 214401A0/004850

/®parmeHT neyatn: KntaiiCKnii KOMUTET COACIACTBMA PasBUTUIO MEXAYHapOLHOI TOpProsan*
3ABEPEHWME* cneynanbHasa nevaTsb ;yid yA0CTOBEPEHMSA TOProBbiX caenok * CCPIT/ (22)/

HACTOAWNM YAOOCTOBEPAETCA, YTO: neyatb koMmnaHun «FYAHUWKOY K/AVH MEAWVKAN

MPOOAKTC MAHY®IKYYPUHI KOPH.» (GUANGZHOU CLEAN MEDICAL PRODUCTS
MANUFACTURING CORP.), noctaBneHHas Ha npunoxeHHoMm JOKYMEHTE, siBnsetca NoAnMHHOIN.

KuTalickuii KOMUTET COAENCTBUS Pa3BUTUIO
MeXayHapoAHO TOprosu

/Kpyrnas neyaTb: KuTaiCkuii KOMUTET COAENCTBUA PA3BUTUIO
MexayHapogHoi Toprosan* 3ABEPEHWE* cneymanbHas nevatb
[N9 YA0CTOBEPEHUA TOProBbiX caenok * CCP1T/ (22)/

Moanncb OTBETCTBEHHONO NnUa: JleoCA0XYyali
(Ev Xiachui)

[Jara: 27 oktabps 2021 .

/TucHeHasa nevatb Kutaiickuii KOMUTET COAENCTBUA PasBUTUIO MEXAYHapOAHON TOpE'oBanM*
3ABEPEHWME* cneuunanbHas neyaTb 418 YAOCTOBEpPeHUs TOProebixX caenok * CCP1T/ (22)/

Beb6-caiiT 4na npoBepky MOAMMHHOCTK cepTudmkata: http://www.rzccpit.com/validate.html
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[TOrOTUM: KAUH MEAWKAN MPOAKTC
{CLEAN MEDICAL PRODUCTS)]

«'YAHUYXOY KNMVH MEONKAN MPOAAKTC MAHY ®3KYYPUHI KOPM.» (GUANGZHOU
CLEAN MEDICAL PRODUCTS MANUFACTURING CORP.)

CornacoBaHo

«YAHWYWKOY KNNILMEONKAN NMPOAAKTC MAHY ®3KYYPUHI KOPIM.»
(GUANGZHOU CLF:AN medical PRODUCTS MANUFACTURING CORP.)

opraHusauus

No! 63 ,Manay Poy/[l Y 3Hu3sio. paiioH LlyHxya. N'yaHuxoy. MyaHayH.
KUTANCKAS HAPOAHASA PECMYB/INKA
(No. 163 Meidu Road, Chcn?iiao. Conghiia District, 510900 Guangzhou, Guangdong.

PEOPLE”S REPUBLIC OF CHINA
Aapec

eHepanbHbIA JupekTop

JonxHocTb

Ly H . Jdosn, Xyoaia
(Zhong, Dayjd Hui)

damH."xs, ma

26.10.2021

Nataflf.MM.ITT

noanncob
Mopnuce

/MeyvaTb: «FTYAHYWKOY KAVNH MEAVKAJ MPOAAKTC MAHY ®3KUYYPUHIT KOPM.»
(GUANGZHOU CLEAN MEDICAL PRODUCTS MANUFACTURING CORP.)/

PYKOBOACTBO no 3KCMAynrnuynn MEgULUMHCKOK U3SAENNA
«CUNCTEMA «MYJIbC-JTABAX» SJIEKTPOHHAA OAHOPA3OBAA VERSAPULSE»
BEPCUA 2.0

lNepeBof BbINOMHMUNA NMEePeBOAUYNK

KacymoBa ®nopa CelihaggmnoBHa
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Poccuiickasa degepayms
Mopog Mockua
[BeHaguaToro Hoa6psA ABe rbicAYM ABajLaTb NEepPBOro roga

A. fenneko JSllogmuna BanepmeBHa, BPEMEHHO McnonHswowWwas 06s3ailHOCTM HoTapuyca
ropoga Mocksbl MpOKOLLIEHKOBOW EneHbl EBreHbeBHbI, CBUAETENLCTBYH NOAMHHOCTL MOAMUCK
nepesofumka Kacymosoli ®nopbl CeiithaganHOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUM.

JInyHocTb NoAnMcaBLUero JOKYMeHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peectpe: Ne 21/86-11/77-2021-

YnnayeHo 3a coBepLUeHMe HoTapuanbHoro feictens: 400 py6. 00 kon.

.Y1.B.[eiinexo|

N.B.[eiiHeko
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