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Cuctema pogoBCnomMoXKeHua sakyymuan KIWI®

INSTRUCTION FOR USE
Only for market of CIS countries

WHCTPYKUHUA NO NPUMEHEHKIO
TonbKo 419 poiHKos ctpaH CHI

KIWI® SYSTEM

Vacuum Delivery System KIWI®,

design variants:

1. KIWI® OmniCup Vacuum Delivery System.

2. KIWI® ProCup Vacuum Delivery System.

3. KIWI® OmniCup Vacuum Delivery System with Traction Force Indicator.
4. KIWI® Omni-C Cup Complete Vacuum Delivery System.

CUCTEMA KIWI®

| Cuctema pogoscnomokerHus Bakyymuas KIWI®,
| BapuaHTbl UCNOAHEHUA:
| 1. BakyymHan cucTema poAOBCROMOKEHNA «KUBUY C WEeCTKOM, YHUBEpCanbHoM

yawieykoi KIWI® OmniCup Vacuum Delivery System.

2. BaryymHas cucrema POAOBCIIOMONKEHUA «KUBUY C MATKOM Yatleukoi KIWI® ProCup
Vacuum Delivery System. ,

3. Bakyymran cucTema pOAOBCNOMOMKEHUA « KMBUY C IKECTKOM, YHUBEPCAbHOW
Yaueykoil u ¢ nHguKaTopom cnab Tpakuwmit KIWI® OmniCup Vacuum Delivery System
with Traction Force Indicator. A

4. BakyymHas CUCTEMa POOBCNIOMOKEHUS «KUBUY € YaLIeuKoil ONA MCNONb30BaHWA BO
Bpems onepatmu «Kecapeso cedenmne» KIWI Omni-C Cup Complete Vacuum Delivery
System. '

Contents

Each KIWI® variant is delivered to the end user consisting of the following
components:

1) preassembled sterile Vacuum Delivery System KIWI® (1 pc/pack)

2) blister pack

3} instruction for use

KomnaeKT nocrasxu

Kawabiit sapuaHT KIWI® nocrasnseTca KoHeUHOMY MO/Ib30BaTENIO B COCTaBe
CefytouMx KOMMOHEHTOB:

1) npeaBapuUTEbHO CMOHTUPOBAHHAA CTEPUALHAA BaKyyMHas cucTema
pogoscnomoxenun KIWI® {1 wr. /yn.)

2) bancrepHan ynakosxa

3) MHCTPYKUMA MO NPUMEHEHUIC

Description

Each KIWI® vacuum delivery system is an indivisible pre-assembled integral
unit consisting of the following components:

a} PalmPump: a manual pump with a vacuum indicator (vacuum gauge);

b) traction force indicator (only for KIWI® OmniCup Vacuum Delivery System
with Traction Force Indicator);

c) traction tube;

d) cup:

- OmniCup (for KIWI® OmniCup Vacuum Delivery System and for KIWI®
OmniCup Vacuum Delivery System with Traction Force Indicator);

| - ProCup (for KIWI® ProCup Vacuum Delivery System);

Onuncaxue

Kawgan cuctema pogoscriomomenus KIWIT asnsetca Hegenvmbim npeasaputensHo
cobpaHHbIM YCTPOMCTBOM, COCTORLLMM U3 CNELYIOLMX KOMIOHEHTOB:

a) PalmPump: py4HOit Hacoc ¢ UHAUKATOPOM Pa3pPAMKEHUA (BaKKymeTpom);

6) nHankaTop cunbl Tpakuui (tonbko ans KIWIE® OmniCup Vacuum Delivery System with
Traction Force Indicator); '

B8) TPaKUMOHHan TpybKa;

r) yaweyra:

- OmniCup {gna cuctem KIWIT OmniCup Vacuum Delivery System u KIWI® OmniCup
Vacuum Delivery System with Traction Force Indicator);

- ProCup (pana KIWI® ProCup Vacuum Delivery System);




- Omni-C Cup (for KIWI* Omni-C Cup Complete Vacuum Delivery System).
There are no toxic agents, drugs, materials of animal and / or human origin,
phthalates, latex and nanoparticles in the products. The products are not
sources of electromagnetic or ionizing radiation.

The products are sterilized by gamma irradiation according to ISO 11137-1
and EN 556-1 with a sterility assurance level (SAL} of 10°.

The Clinical Innovations’ KIWI® is a disposable vacuum assisted fetal delivery
system. Itis a sterile, single-patient-use device designed tc provide assistance
in childbirth under the following conditions:

1) Term pregnancy,

2} Ruptured amniotic membranes,

3) Engaged head,

4) Complete cervical dilation, and

5) Adequately trained or supervised operator.

- Omni-C Cup (gns KIWI° Omni-C Cup Complete Vacuum Delivery System).

M3genwa He copepMaT TOKCUMECKMX KOMIOHEHTOB, /IEKApCTBEHHLIX CPELCTS,
MaTEPU3NIOB HMBOTHOTO U / UM YENIOBEHECKOTO NPOUCXOMAEHMA, TaNnaTos, AaTeKca U
HaHovactTuu., M3genna  He  ABNAIOTCA  WCTOYHWKOM  3/IEKTPOMArHUTHOIO  vMAu
MOHM3NPYIOLWEro M3NYy4eHUA.

V3genus CTepuan3oBaHbl ramma-usnydeHmnem rno crasaapram 1SO 11137-1 m EN 556-1 ¢
yposHem obecneuenus ctepunbHocTm {SAL} 1075,

BakyymHan cuctema poacscnomoskenus KIWI® npoussoactea Clinical Innovations — sto
0fHOPa308BaR CMCTEMA ANIA BAKYYM-3KCTPaKUMM NaoAa. 3T0 CTEpUfIbHOE YCTPOIACTBO,
NpefHassa4YeHHoe ANA WCMONb30BaHWA Yy 0AHOroe nauueHTa, pa3spaboTaHHoe ana
NpoOBeAEHUA DOAOBCIOMOMEHUA NPU CNEAYIOWMX YCAOBUAX:

1) nogxopsiumii cpok BepemeHHOCTY;

2) oTCYTCTBUE MAQAHOTO My3bips;

3) ronoBsKa pacnonaraeTca B Masom Tasy;

4) MONHOE OTKPLITUE LWENRKU MATKU 1 ,

5) Hagnexall[as nNOATOTOBKA CNEUMAnACTa WM NPUMEHEHME TN0f KOHTPOMEM
obyueHHOro cneynanucra.

Essential specifications

- vacuum gauge accuracy: within +/- 10% of range;

- traction force indicator accuracy: within +/- 15% of the range;
- the maximum allowable vacuum pressure: 620 mm Hg;

- maximum allowable traction force: 14 kg /30 Ibs.

CywiecTseHHble TEXHMYECKME XaPaKTePUCTUKHU

- TOYHOCTb BaKyymeTpa: B npegenax +/- 10% nnanasoHa;

- TOYHOCTb MHAUKATOPa CUNbI TPAKUMIA: B npepenax +/- 15% ananasoxa;
- MBKCVMMa/ibHO 4ONMYCTUMOR AaBfieHve padpexenuns: 620 Mmm.pT.cT;

- MaKCUMabHO A0NYyCTUMOe yeuaue Tpakuun: 14 kr / 30 gyHTos.,

Intended use
KIWI® Complete Vacuum Delivery System is intended to provide fetal vacuum
assisted delivery.

Types of users: healthcare professionals (operators) who in accordance with
local laws have the right to manage a childbirth using vacuum extraction

systems.

Conditions of use: maternity and operating rooms.

HasnaueHnue
Cucrema poposcnomomenva BakyymHaa KIWI® npepgHasHaueHa ONA NpoBefeHuR
BaKYyM-3KCTpaKuuK naoaa.

None3osatenu: meguumHekme paboTHUKK (0NepaTopbl), KOTOPLIE B COOTBETCTBMM C
MECTHbIM 3aKOHOAATEeNbCTBOM MMEIOT MPABO MPUHUMMATL POAbLI € NOMOLBIO CUCTEM
BaKYyM-IKCTPaKLMK,

YcnoBua UCNons30BaHun: POAUNbHBIE 3a/1bl U ONepaLMoHHbIe,

Indications

Standard Vacuum Assisted Delivery:

Use for vacuum assisted fetal delivery in conditions of

1) failure to deliver spontaneously following an appropriately managed
second stage,

MokasaHus

CrangapTHan Bakyym-3IKCTPaKLUA:

Bakyym-3KCTpaKums na1oga MCNoNb3yeTes Npu CAEAYIOWMX NOKa3aHUAX:

1) HecnocobHOCTL K CamOmpoW3BOMLHOMY POAOPA3PELLEHUID MOCNE HaJNeMALLMM
06pazom NposesEHHOro BTOPOro Nepuoaa poaos




2) prolonged second stage of labor (arrest of descent) where fetopelvic
relationships are adequate,

3) presumed fetal jeopardy which is not considered to be severe, or

4} elective shortening of the second stage for selected maternal or fetal
conditions.

2) 3aTAXHOW BTOPOI nNepuog poaos (OCTaHOBKA POAOBOR AEATENBHOCTH) nNpw
31€KBaTHOM MOJIOKEHUM NN0AA B Ta3y;

3) npegnonaraemas ONacHOCTb AN NNOAA, KOTOPaR He CHNTAETCA CEPbe3HON, unu

4) n3bnpatensHoe YKOpOUEHME BTOPOrO Nepuoaa PoA0os N0 NOKA3aHWAM AAR mMaTepw
wnu nnoga.

Trial of Vacuum Assisted Delivery:

Vacuum delivery should be regarded as a “trial”

1) if there is arrest of descent in the second stage and fetopelvic relationships
are considered to be borderline,

2) in a mid-peivic delivery when position and station are known, or

3) in a mid-pelvic delivery when the degree of presumed fetal jeopardy is
considered to be more than mild.

Vacuum assisted delivery should be abandoned, and birth completed by
cesarean section

1} if no descent (progress) of the head occurs after 2 tractions,

2} if delivery is not achieved or imminent after 4 tractions, or

3) if the vacuum cup detaches (“pops-off’) twice.

NpobHas BaKYYM-3KCTPaKLUWA:

Bakyym-3KCTpaKymMs LOMKHA PaCCMaTPUBATLCA Kak «npobHas»

1) ecsin 80 BTOPOM NepuOAE eCTb 3aALPHKA TEHEHUS POAOB U NOAOKEHNUE /1043 B Tasy
CYUTEETCA MTOTPAaHUIHBIM,

2) popopa3peuieHue NpyU MONOKEHUM NAOAE B Y3KOW 4aCTV Manoro Tasa, Korga
NONOXKEHWE U NPEANLKAHUE NN0LE U3BECTHbL, UK

3) pofopaspeleHie NPY NOAOKEHWU NACAE B Y3KOM 4acTy Manoro Ta3a, Korga creneksb

| npeanonaraemoit yrpossl A8 NA0AE HE3HauYMTE IbHa.

Bakyym-3KCTpPakuma fosukHa ObiTb NpekpauieHa, a Po/Abl 33BEpiLeHbl C NOMOLLBIO
Kecapesa ceyeHus )

1) echv nocne 2 TpaKumid He NPOUCXOAMT ONYCKaHua (Nporpecca) ronosku,

2) ecnu pogepa3spelieHe He JOCTUTHYTO WK HEBO3MOKHO NOCNE 4 TPaKUWi, nan

3) ecnv yaweuKa BaKyyM-3KCTPAKTOPa OTCOEAUHABTCA («COCKAKMBAETY) ABAMAbL.

Contraindications

1) Arrest of descent where fetopelvic relationships are considered to be
inadequate,

2) Unengaged presenting part,

3} All non-vertex presentations (breech, face, brow, transverse, oblique lie),

4} Non-ruptured membranes,

5) Incomplete cervical dilation and effacement,
6) Extreme prematurity,

7) Known fetal coagulopathies.

MNpoTtusonokasaHua

1) 3agepmxa poLOpa3speweHns,
HEa[EKBATHbIM,

2} oTCyTCTBME BCTABAIEHUA NPEANEIKALLEN YaCTH,

3) Bce HenpaBunbHble Npeanemanus (sroguuHoe, nuuesoe, nobHoe, nonepeyHoe,
Kocoe),

4) He pa3opPBaBLIMECR OKONONNOAHbIE OBOMOUYKNY,

5) HEeNOMHOE OTKPLITUE LWEHKU MATKU U CTAMUBAKE WEHKM MaTKK,

6) 3KCTpEeManbHaA HELOHOWEHHOCTS,

7) u3sectHble KoaryaonaTm NAoAa.

KOrga nNosoKeHWe nnoga B Taldy C4YUTaeTcs

Precautions:

ACOG Technical Bulletin #154 Nov. 2015: “As with forceps procedures, there
should be a willingness to abandon attempts at vacuum delivery if satisfactory
progress is not made.”

Mepbl NpeaocTopoKHOCTY

TexHuyeckuit blonnetens ACOG Ne 154, Honbpb 2015 r.: «Kak ¥ npu npumeHeHn
LLMNLLOB, ACNXKHA BbITb rOTOBHOCTb OTKa3aTbCs OT MOMNbITOK BaKYYM-3KCTPAKLIMM, ECIN He
Bypet [OCTUrHYT YA,0BNETBOPMTEALHBIN NPOrpece.

Additional conditions for close observations:

1) Gestational age less than 37 weeks or estimated fetal weight (EFW) less
than 2500 grams,

2) Previous fetal scalp sampling,

JonoaHuTeNbHbIE YCNOBUA AR TWATENLHOro obcnesoBanus:

1) recraunoHHbIf BO3pacT meHee 37 Hegens uau pacueTHoi Bec nnoaa meHee 2500,
2) npepbiayime 3260pbl KPOBY Yepe3 KOXY rON0BbI NIOLR,

3) NOBPEKAEHNE KOMM FrOA0BLI NN0A3,




3) Fetal scalp damage,

4} Failure of efforts during prolonged period after properly assessed
placement,

5) Delivery requiring unusual amounts of traction,
6) Suspected macrosomia.

4) HeygayHble MONbLITKU BaKYYM-3KCTPaKLMU B TEYEHUE AZINTENbHOFO Nepuoga nocne
NPaBUAbHO OLLEHEHHOrO PAcNo/IOKEHUA YaLLEUKMY,

S) popopaspeletune Tpebytoulee TpakLMii ¢ BonblUKM ycunmem,

6) Nnpeanonaraeman MakpoCcomms.

Adverse Events

Fetal Injuries: cephalhematoma, subdural, subgaleal, intraventricular, or
parenchymal  hematoma, subconjunctival, intracranial, or retinal
hemorrhage, nerve injuries, subjective jaundice, elevated bilirubin, bruises,
contusions, lacerations, fractures.

Maternal Injuries: Soft tissue injuries, episiotomy extensions.

HexkenarenbHble ABNEHUA

Tpasmbl  ncga:  Kedanorematoma,  cybaypanbHas,  NOAANOHEBPOTMYECKaR,
BHYTPMIKEAYAOUKOB3ER WAN NapeHXUMaTO3HaR [FemMatoma, CyOKOHBIOHKTUBA/LHOE,
BHYTPUYEPENHOE WM PETUHANLHOE  KPOBOWM3NWUAHUE, TNOBPEMAELHUA  HEPBOSB,

cyEbeKTUBHARA WENTYX3, NOBbIWEHHDBIA BUANPYDBUH, KPOBONOATEKK, Yiuubei, paspbissl,
NEPENOMb.
TpaBmbi Matepu: TPasmbl MATKUX TKaHER, NPOANIEHUE INU3NOTOMMUM,

Warnings

Limit use to trained, experienced, or supervised operators. Insertion should
be performed carefully, using aseptic technigue. Forced insertion may result
in malfunction, patient discomfort, or patient/fetal trauma.

It is forbidden to use the medical devices in case of damage or malfunction.

Reuse is prohibited. Must be disposed of after first use. Products performance
may be impaired by repeated use or by cleaning. After contact with biclogical
materials, the product is very difficult to clean, and its reuse can cause
negative reactions in patients. Clinical Innovations LLC is not liable for any
direct, incidental or consequential harm resulting from the reuse of the
products.

Do not use if the products sterile barrier system or their packaging is damaged
(suspected damaged).
These instructions are not meant to replace established hospital protocol.

MpeaynpesgeHus ]

Hcnons3oBatb T0a5K0 00yUEHHbIMM, OMbITHEIMU CNELMANNCTAMY UM 104 KOHTPONEM
obyyeHHbIX L. BBeseHue AOMKHO BbLINOMHATECA OCTOPOMHO, C MCHOML30BaHUEM
TEXHUKM acenTuMKM. HaCUbCTBEHHOE BBEAEHUE. MOMET NPUBECTU K HEMCNPABHOCTH, |
ANCKOMDOPTY NALMEHTa WK TPaBME faLieHTa / Nnoaa.

3anpelerc UCNCAb30BAHUE MPY NOBPEXAEHUM WU HEUCNPEBHOCTU MEeAULMHCKUX
v3genvm.

3anpeuwiaeTcR NOBTOpPHOE ucrnonb3oeaHue. [lognexar yTuAu3auuu nocne nepeoro
UCMONb30BaHUA. Paboune yHKUMM n3genunii MoryT BbiTe HapyLIeHb! NPY NOBTOPHOM
MCNONb30BaHUM UAW B pe3ynbTaTe O4YMCTKU. [locne KoHTakTa ¢ BuoaorMyecknmm
M3TEPUANAMUN NIPOAYKT OYEHb CAOXNHO OMUCTUTL, W €r0 NOBTOPHOS MCNOAb308aHWe
MOMeET Bbi3BaTe Yy nauueHTos HeratusHble peakuuu. Clinical innovations LLC He Hecer
OTBETCTBEHHOCTL 32 N060M NPAMOI, CIYYaNHBIIA MNN KOCBEHHLIM BPEA, NPUYHUHEHHbIN 8
pesynsTate NOBTOPHOIO UCNO/b30BaHWA NPOAYKTOB.

He ucnonb3osath npu nospempennu (Nof03peHUn Ha NOBPEXAEHWUE) YNAKOBKU UK
CTePUNBHOCTN CUCTEM.,

3738 UHCTPYKUMA He npepHasHadeHa L4 3aMeHbl YCTaHOBNEHHOrC B neveBHom
yyupemaeHun nopaaKa npuema poaos.

Maintenance, resterilization and reuse
Not applicable. Disposable products.

TexHuueckoe o6cayKMBaHUE, peCTEPUAU3ALUA U NOBTOPHOE HCNO/b3OBaHUe
He npumernmo. 3genma 04HOPa30BOrc NPUMEHEHUA,

& Never apply cup to any portion of infant’s face or exceed recommended
vacuum level, time limits, or cup “pop-off” applications.

® Huwkoraz we HaknappiBaTh YaLeYKY Ha KaKyio-ubo uacTb AKua pebeHKka U He
npesbiiiaTh  PEKOMEHLYEMbIM  YPOBEHb  BaKYYMa, MMEKTCR  OfpaHMyeHus




MCMONL30BAHUA NO BPEMEHH MM NO KOAUYECTBY ﬂpHMEHEHHﬁ «COCKaKMBaOLWMX»
Haulex.

DEVICE DESCRIPTION

OMUCAHUE U3JENNA

The KIWI® vacuum delivery device is an integral unit designed for complete
control without an assistant. The PalmPump provides safe and effective
vacuum control.

The KIWI® system has been designed with the OmniCup for all positions
including asynclitic occiput posterior and transverse fetal malpositions.

BaryymHan cuctema poposcriomoxenus KIWI® — 370 Hegenumoe YCTPOHCTBO,
paspabotaHHoe Ans  pogopaspelwenus 6e3 nomoww accucteMta.  PalmPump
obecneuvaaet GesonacHblit U 3GGEKTUBHDIN KOHTROb BaKYYMA.

Cuctema KIWI® ¢ OmniCup 6bina paspaboTaHa pgns BCex MOMOMKEHWI, BK/tOYanA
ACUMHKAUTUYECKOE, 3a4HUIA B 3aTHINOYHOTO NPEANENKAHUA U NONEPeYHOE NOACKEHUe
nnoaa.

PalmPump

The PalmPump puts complete control in the hands of a single operator and
frees

up delivery reom personnel. The PaimPump’s integral design provides:

* A simple hand vacuum pump
* Vacuum release button

* Vacuum indicator*

» All in an ergonomic handle

PalmPump
PalmPump 4aet nosHblA KOHTPOML Haf CUCTEMOA DOAOBCNOMOMKEHUS OfHOMY
onepaTopy M, Takum o0bpasom, oCBOGOMARET repcoHan  POAWALHOTO  3ana.

UurerpanbHan KOHCTpyxuma PalmPump sknouaeT:
* NPOCTOW PY4HOU HACOC :

| ® KHOMKY COPCCa paspexeHns

* UHAMKATOP Pa3pakeHus™
® 8CE BCTPOEHO B 3PrOHOMMUUHYIO DYKOATKY

*The vacuum gauge has demonstrated an accuracy of +/- 10% of the range.

*BakyymMMmeTp NpoAemMOHCTPUPOBAN TOMHOCTb B Npeaenax +/- 10% Anana3owa.

Pimp
irection

Vacuum
Relzase Button

Yacuum ladicator
{mim Hg, Hg, kPa bar}

HanpasneHMe Haxuma

Bpawaroumics
MHAYKATOD (O
WwKanoin

B

WHaukatop paspexenus
(MM, pr.cT., IoAM pr.ct., kNa, 6ap)

Knaguwa
cBpoca
PaIpemeHus

OmniCup
The KIWI® OmniCup (a universal cup for all positions) has a low profile for
easy insertion.
This assists with proper placement in fetal malpositions such as occiput
posterior.

OmniCup
Yaweuka KIWI® OmniCup (yHuBepcanbHas udaweuxa 418 nobbix npegneskaxuin)
OTAMYAETCH Manow riybuHoli ana yaobHOro BBeeHUA.
Takan KOHCTPYKLMA NOMOraeT NPaBKUNLHO YCTAHOBWTL HalleuKy NPy aHOMANbHbIX
NPEANEKARNAX, TAKMX KaK 334HMUI BU, 33ThINOUYHOTO NPeANEKaHUA.
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OmniCup with Traction Force indicator+
The KIWI® OmniCup with Traction Force Indicator is designed to measure the

| force exerted during traction. It allows the operator to correlate tactile

sensation of traction force with a visual scale, which is especially valuable for

training and documentation purposes.

The Traction Force Indicator has demonstrated an accuracy of +/- 15% of the
range.

OmniCup ¢ HAUKaTOPOM CH/ibI TPaKLKA

Yaweuxa KIWI® OmniCup ¢ nBAMKETOPOM Cunbl TpaKuuit paspaboTtaHa A4N8 Mamepenus

CUAbl MpUAaraemeix Tpakuwid. Oxa NO3BOAAET ONepatopy COOTHOCUTb TaKTH/bHOE

OULYLIEHWE CWAbl TPAKUMIA C BU3YanbHOM LWKaNOW, 4TO 0COBEHHO BaXKHO AnA uenei

obyyenuna u opopmneHna GOKyMeHTaUnM. .
MHAWKaTOP Cynbl TpaKLMit NPOAEMOHCTPMPOBAN TOYHOCTL B npegenax +/- 15% [

i Traction Force
. - Indicator

fAManasoHa.

1 WMuguxaTop cune:
Tpakuun

Uikana
n3mepeHws
CHifbl
Tpaxkuumn

Indicator i WHpaunkaTop,
moves along nossonawmin i
gauge giving KOHTPONMpoBaTh - 1
a force reading cuny Tpakumi o/

In general, the recommended maximum traction force is 25-30 Ibs (11-13
kgs). The traction applied is an adjunct to the mother’s expulsive effort, not
the primary force to overcome resistance to descent. The greater the
maternal expulsive effort, the less traction force is required to assist birth,
thus reducing the incidence of complications. Technique is also a major
influencing factor in the traction force required during deliveries. {ie., proper
flexion point application and angle of traction.) *Vacca demonstrated that
deliveries can be completed with a traction force of 30 Ibs or less, and at
higher traction levels, there is an increase in fetal scalp injury. *Baskett
showed the maximum traction force used in 86% of deliveries was <25 Ibs
and >25in 14%.

B tenom, pekomeHayemas Makc1ManbHas Cuna Tpakumm cocrasnnet 25-30 ¢yHTos (11-
13 kr). MprmeHAEManR TPaKLMA ABNALTCH AONONHEHNEM K NOTYraM MaTepy, a He
OCHOBHO CUOW, KOTOPas CNOCOBCTBYET M3THAHMIO NA0A3. Yem cubHee MaTeprHCKIe
noTyry, Tem MeHbLiee cuna Tpaximid TpebyeTcn An1a OKasaHWA NOMOLLM B POAAX, YTO

CHUMEET YaCTOTY OCAOKHEHUA. TeXHUKa TaKKe ABNAETCA OCHOBHLIM GaKTOPOM, |
BAVAIOLMM Ha CUAY Tpakuuu, Tpebyemyro npu pogopaspeieHnu (1. e. npasunbHoe
HaNOXeHue Ha NPOBOAHYIO TOUKY U yron Tpakumm). Vacca npogemoHcTpuposan, uto
pogbi MOryT BbiTh 3aBepLUeHsl C Cunol Tpakuum 30 GyHTOB MAKM MeHbLIe, a NpY
Bonbiueit cune TpaKUMii yBENMUMBAETCA MOBPEMAEHUE KOXM TOA0BbI NN0AA. 2Baskett
NOKa3aJ, UTO0 MaKCMmanbHan CMNa TPaKUMIA, ucnonsayemas 8 86% poaos, COCTaBAANG <
25 ¢dyHTOB M > 25 B 14%.




OmniCup (occipitoposterior/transverse positions)

Movement of the OmniCup in the birth canal is limited only by the amount of
space between the fetal head and mother’s sacrum posteriorly and the side
walls of the pelvis laterally. Provided the operator is skilled in the use of this
cup, flexing median applications may be achieved consistently in nearly all
malpositions of the occiput.

Thus, the OmniCup should, by permitting better applications, decrease failure
rate when the occiput is transverse or posterior. The OmniCup can also be
used in outlet and low occiput anterior positions.

OmniCup (3agkuit  BU3 3aTbUIONHOTO RpPEeANeNaHWA, NOMNepevyHoe CTOAHUE
CTPeNOBUAHOIO LIBA)
Mpogsmerne OmniCup B poROBOM KaHane OrpaHNYEHO TOABKO O6bemom

NPOCTPAHCTBa MEXKAY FOSI0BOM NAOL3 U KPecTLOM MaTepH C3341 U GOKOBLIMM CTEHKaMM
Tasa cbory. Mpu ychosum, 4To cneunanncT obyyeH WCMONL3OBAHUIO 3TOH Yalleykw,
MeaMaHHOE HANOKEHWE HA MPOBOAHYIO TOYKY MOXKET BbiTh AOCTUIHYTO NOYTH BO BCEX
Cy4anX BO BCEX HEMNPABUAbHbBIX MOJIOKEHUAX TONOBKU.

Takum obpazom, OmniCup [ONKHE, MO3BOAAS BLINCAHUTL Ayuwee HanoMeHue,
YMEHBLWWTE HaCTOTY HeYA3Y, 3a3AHEM BUAE WMAKM KOChIX WM NONEPEeHHbIX NOACKEeHWAX.
OmniCup Tak:Ke MOMHO UCNONB30BaTE 8 NEPELHEM BUAE 33THIAOUHOMO NPEANEKAHUA 1
NPy NONCHKEH UK TONOBKM B BLIXQAE Mastoro Tasa.

The OmniCup is not restricted by the scft tissues of the vulva and perineum
in its movements because the sucticn tube is in the same plane as the body
of the cup. This feature allows the cup to be easily inserted through the
introitus, maneuvered under the caput and can be directed towards and over
the flexion point.

OmniCup npyt NpOABUMNKEHWM HE OfPAHMUEHE MATKUMU  TKAHAMK BY/IbBBI U
MPOMEMHKOCTH, T.K. TRAKLWUOHHAA TpYBKa HaXxOAMTCA 8 TOW e NAOCKOCTH, YTO U KOPYC
“aweuku. 313 CCOBEHHOCTE NO3BONAET NIETKO BBOLWTL Yalleuxy 4epes npegsasepue
B2TaNMLLA, MEHEBPMPOBATL HAZ, FONOBKOW M HaNPaB/ATL BRepe ], K NPOBOAHOIM TOUKe.

FLEXION POINT

NMPOBO/IHAA TOYKA

Labor Process Enhancement

* Correct technique should enhance the normal processes of labor and should
not depend on traction alone to effect delivery of the baby.

* The key is to locate the flexion point and place the vacuum cup properly
over it.

* The flexion point is situated on the sagittal suture 3 cm in front of the
posterior fontanelle.

Mpouecc pogopaspelieHmsa

¢ [lpasunbHoE UCMONL30BAHNWE METOAA NO3BOAAET YIYULIMTL TEUEHUE
HOpManbHOrO MNPoLecca PoAOPaspeLleHun, a8 HopmanbHoe poKaeHue pebeHka
HE A0NKHO 3aBUCETL TOMBKO OT TPaKLWM.

*  Kniou — 370 NpasuabHOE ONpeaeneHne NpoBOLHON TOUKM 1 YCTaHOBKE
Yalleyky HenoCpPeaCcTBEHHO Ha Heé.

e [lpoBoaHaR TOUKA HAXOAMTLCA HA CaruTTaNbHOM LLUSE Ha 3 cm Knepeau oT
Manoro poaHUYKa.
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fontanelle.

The flexion point is situated on the sagittal suture 3 c¢m forward of the posterior
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lpoBoAHan TOYKa PAcnoNOMeEHa Ha CaruTTaibHOM WBE Ha 3 CM KNepeaw oT 3agHero
DOAHKYKA.

| Diameters of Fetal Head
becomes the leading part.
in the line of the pelvic axis will promote fiexion and synclitism.

leading through the birth canal.

¢ When a vacuum cup is attached to the head and traction is applied, the cup
* The center of the cup should correspond to the flexion point so that traction

* This will result in the most favorable presenting diameters of the head

_i

Mo3suuUMoHMpOBaHKUe TONOBKN NAOAS

¢ [1pW HaNOMEeHUK HaLWEYKM Ha TOA0BKY MN0AE W B Hada/le TPaKLUMM Yaliedka
CTaHOBUTCA BeAyLen 4acTblo.

*  UeHTp Halleuxun A0oMMeH COOTBETCTE0BATh NPOSOAHOMN TOYKE, TaK, YTOOb!
TPAKUWUA NpOBOANUIIACH NO NMHKUM OCK,Ta33 ANR YAYYLeHNa CrnbaHua ronosky v
KOPPEernpoBaHna aCUHKANTUIMS.

® 370 NpUBEAET K ONTUM/TbHOMY pacndnomew}o ANameTpoB roNOBKKU NACAE
NpU NPOXOX/EHNMU Yepes POAOBbIE NYTH.

Flexing Median Application

suture in the midline.

The center of the vacuum cup should be placed over the flexion point with the sagittal

MeduanHoe pacrionoxceHue Yyaweyxy
Lenmp dawevru donser Bbimb pacrionomer Had nposodHoll moykoil no cpeduHroi
AUHUU CO2UMMArnbHO20 WEa.

Flexion Point Location

the flexion point.

required.

The flexion point may be located during vaginal examination by identifying
the posterior fontanelle and then moving the finger anteriorly a distance of
approximately 3 cm along the sagittal suture. The tip of the finger will mark

* Observation of the distance from flexion point to posterior fourchette is

Pacrnionoxerue npoBOAHOMN TOUKM (TOUKM HBNOMEHMS YALLIEUKH)

PacnoniomeHne nposogHON TOUKIM MOXKET BbiTh ONPEAEneHo NPY BAATaNNLLHOM
MCCeA0BaHNM Chedytownm 0Bpasom: cnpeaenvTe NONOKEHUE Maoro POAHUUKS;
NpoABUHbLTE Nanel, snepea rno caruTTanbHOMY WBY NPuBANINTeNLHO Ha 3 cm. KoHumk
nanbua ByaeT ykassisaTb Ha NPOBOAHYIO TOYKY.

* Heobx0ANMO OTMETUTL PACCTOAHME OT NPOBOAHOI TOUKM A0 3aAHEN criaiikm.

Distance Measurement

* Place tip of examining finger on flexion point.

* Calculate distance from flexion point to fourchette by measuring
from tip to where finger makes contact with fourchette.

distance l

U3mepeHue pacctoaHns

| ® YCTaHOBWUTL KOHUMK NanbLa B RPOBOAHYIO TOUKY.




e The distance from the tip of the middle finger to the proximal
interphalangeal joint is 5 - 6 cm, and to the metacarpophalangeal joint is 10 -
11cm.

* OmniCup tubing has markings to assist the user in the location of these

| distances as shown in the figures. These markings also help to identify how

much progress is made during each contraction.

* PaccunTath PaccToAHME OT MPOBOAHOW TOYKM A0 3aaHelt cnaiikm nonosbixX ry6,
U3MepUB PaccToaHME OT KOHUYMKA 0 MEeCTa KOHTaKTa NasbLa ¢ 3a4Hel crnaikoi NoNoBbIX
ry6.

* Paccronxmne OT KOHYMKa CpegHero nanasla A0 MNPOKCUMENBEHOTO MEK(anaHrosoro
cycraBa coctasnser 5-6 cm, a 40 NACTHO-GANaHroBoro cycrasa - 10-11 cm.

. Ha Ttpybke wvaweuku OmniCup umeercs pasmeTka, NpeaHasHauYeHHan ans
OnpeaeneHns 3TUX PacCToRHMA. 3Ta MapKUPOBKa, KPOME TOTO, NOMOraeT ONpeAenmTs,
HACKO/IbKO NPOABUHYNCA NACH NPU KawAOK noTyre.
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INSTRUCTIONS FOR VAGINAL DELIVERY

YKA3AHUA /18 BATUHA/TbHOIO PO[],OPA3PEUJ_EHMF!

1. Gpen Package
2. Check vacuum by pumping with cup pressed to gioved hand and watching
for stable vacuum indicator reading. (One only needs test to 100-200 mm Hg)

1. OTKpBITE YNAKOBKY

2. MNposeputb paboTocnoco6HOCTb, CO3AaB OTPULATENLHOE AABNEHME C YALWEYKOM,
NPUMATON K pYKe B NepyaTke; NOKasaHWA WHAWKATOPa PaspPRKEHWUR LOMKHb!
YAGPHMBATLCA HA OAHOM yposHe. {([ina Tecta goctatosHo 100 — 200 mm.pr.cT.)

Cup Insertion

3. Perform vaginal exam to ensure amniotic membranes are ruptured, cervix
is completely dilated and to determine fetal station, position, and flexion
pcint location.

4. Note the distance from the flexion point to the posterior fourchette
(insertion distance).

5. Retract perineum with two fingers of non-pulling hand to form a space into

| which cup is inserted gently in one movement.

6. Press cup against fetal head and maneuver the cup posteriorly the insertion
distance noted above until its center lies over flexion point.

7. Check that cup is correctly placed by noting that there is a distance of at
least

3 cm between anterior fontanelle and nearest part of cup (application
distance) and that sagittal suture passes under middle of cup.

YcraHoBKa Haweuku

3. MNposecTu BnaranWWHOE UCCASA0BAHME M YBEOUTLCA B TOM, 4TO aMHMOTUUYECKUe
0bonoukM  pasopeanuch, wediKa MaTKW NONHOCTBIO PACKPLINACK, OMPEAenUTh
npegnemaHue, NONOKEHUE NAOLE U MPOBOGHYIO TOUKY.

4. OTMeTUTL PaccTOAHME OT NPOBOAHOI TOUKM A0 334Hel CNakKu NonoBbIX ry6 {rnybuny
BBEAEHUA).

5. OTTAHYTE NPOMEXHOCTL ABYMSA Nansuamu cso6oaHOM pPyku ana Toro, u4tobbl
CHOPMUPOBATL NPOCTPAHCTEO, 8 KOTOPOE N/IABHO BBECTM YaLLEUKY OZHUM ABMIKEHUEM.

6. MprnoXKKTL HalieyKy K rON0BKE NA0AE; ABUraTL e K3aaM Ha pPaccToAHUe, OTMEYEHHoE
Bbillie, 40 COBNaAEHUA ee LeHTPa C NPOBOAHOMN TOYKON.

7. MpoBepUTb NPaBUALHOCTL YCTAHOBKM Yalleyku. Paccrosnue mempy Grvmaniwedt
HaCTbIO Hallleyku W BO/bILIMM POAHMYKOM A0MKHO BbITb NO MeHbluelt mepe 3 cm
(paccTosHue 418 NPUKPENNEHNA YaLIEYKM); CAMUTTa/IbHBIA OB A0MKEH NPOXOAMTL nog
LEHTPOM HaLIeyKu.

8. MposepuTb, He NONaAM N1t TKIHM MATEPU WAW SNEKTPOALI NNOAA MEKIY HalleuKoil u
ronosKoit nnoaa. (Mpu nonepeyHom pacnoNOKEHUM CTPENOBMAHOTD LIBA W NPU 3a4HEM




8. Check that there is no maternal tissue or a fetal electrode trapped between
cup and scalp in anterior postitions by holding cup in position with one hand
and running index finger of other hand around rim of cup. (With
occipitotransverse and posterior positions, it is usually impossible to reach
behind a correctly placed cup without displacing the cup.)

9. Initiate cup seal by raising vacuum to approximately 100 mm Hg {yellow
zone) on PalmPump vacuum indicator.

10. Re-examine to ensure no maternal tissue has been drawn under cup and
reapply cup if necessary.

BALE 3a4acTyic HEeBO3MOMHO [MpOBECTH Manbuem 33 nNpPasuibHO YCTAHOBAEHHOM
Hauleykon, He cABUHYB €€ C MecTa).

9. HauyaTb npucacbiBaTh YalleyKy, ysenuumsas paspexxeHue npubnausaurtensHo ao 100
MM.DT.CT. (3enTan 30Ha uHAUKaTopa paspexeHusa PalmPump).

10. Ewe paz nposeputb, HE NOMNana M MaTepUHCKaR TKaHb B MPOCTPAHCTBO MEXAY
43WeYKON 1 roN0BKOM MNNOAA U MEPEYCTaHOBUTL YalEUKY, 8C/IM 9TO HeOBX0AUMO.

© DO NOT PLACE CUP ON ANY PORTION OF FETAL FACE OR EAR.

O HE YCTAHAB/IUBATb HYALLIEHKY HA /IULLO UMK YXO M/I0AA!

£ ONLY PLACE CUP OVER FLEXION POINT.

/N YCTAHOBKA YALLIEYKM AONYCKAETCA TO/IbKO HA MPOBOAHYIO TOYKY!

Positioning of the Operator

The operator should sit on a stool until the head has descended to the level
of the pelvic outlet so that traction will be exerted in a downward direction
and assist descent of presenting part by maintaining the flexion point on or
just behind axis of pelvis.

The operator should change the direction of traction progressively upwards
for low deliveries or as the fetal head descends to the outlet. As this is done,
the standing position becomes more appropriate.

For rotational deliveries from: the midpeivis, the operator may find it easier to
direct traction towards the floor by getting down on one knee for the initial
pull.

Pacnonowenve akywepa

AKkyliep AomKeH CMAETL Ha CTyNe A0 TeX NOP, NOKa ro/0BKa MN104a He [OCTUrHET
BbIXOA3 U3 Ta3a, YToObl TPAKLMA NPOBOANACH 8 HANPAB/EHUM BHWI; U OAHOBPEMEHHO
NOMOTraTh ONYCKATbCA NPeAnexallen 4acTu yAepKUBan NPOBOAHYIO TOUKY N0
HanpasneHuo ocK Tasa.

Mo gocTUKEHWUM TONOBKOM NNOAA BLIXOA2 U3 Ta3a akywep SOMKeH NOCTeNeHHO
N3MEHWUTL HanpasieHWe TPakuun CHU3y-s8epx. [pwn aTom Hanbonee yaobubim ans
paboTbl CTAaHOBUTCA NONOKEHWE CTOA.

Mpy poTaLLMOHHON BaKYYM-3KCTPAKLMK U3 NOAOCTU Tasa, akywepy ByaeT yaobHee BCTaTh
Ha O4HO KOMIEHO U CAeNaTe NEPBYIO TPAKLUMIO B HEaNPABASHWM PE3KO KHU3Y, K NoNYy.

Traction

1. Once contraction begins, rapidly raise vacuum to 450-600 mm Hg {green
zone) according to hospital protocol. © DO NOT EXCEED 626 mm Hg (RED
ZONE)

Tpaxkuyuna

1. Mpw Havane notyr BbiICTPO yBeAMUUTE paspemenme go 450-600 mm.pr.cT. (3eneHan
30Ha UHAMKATOPA) COFNACHO rPOTOKONY GOALHMULbI. O HWUKOTr4A HE CO30ABATbL
PA3PEXEHME BbILLE 620 mm.pr.cT. (KPACHAR 30HA MHAUKATCPA)

2. Press against dome of cup with thumb of non-pulling hand to help prevent
cup detachment from scalp and detect early signs of detachment. Reduce
traction force accordingly.

2. MpwKate Yaweuky Bonblium nansuem csoboAHOR pyku, 4ToBbl NpesoTBpaTUThL
COCKanb3blBaHWe e€ C roN0BKM NN0AA, @ TaKKe YToDb! ONpeaenuTb NepBbie NPU3HAKY
COCKaNb3blBaHUA. B COOTBETCTBUM C 3TUM CHUKATH CUAY TpaKUmMK.




3. Rest index finger of same hand on scalp in front of cup and monitor descent
of head.

4. Apply traction in line with pelvic axis and draw fetal head down over
perineum with each contraction. © DO NOT EXCEED traction force
30lbs/14kgs

5. For maximum efficiency and best results, direct pull perpendicular to cup.

6. However, with midpelvic rotational procedures, oblique traction is often
necessary and caution must be exercised because oblique tractional forces
may increase predisposition to cup detachments.

7. Pendulum or rocking movements from side to side may also increase
predisposition to cup detachment.

8. Maintain constant traction for duration of contraction.

S. Discontinue traction between contractions or if an audible hiss is heard,
signaling loss of vacuum.

10. Reduce vacuum (yellow zone) between contractions (optional)

per hospital protocol.

11. Repeat steps until delivery of head is complete or until maximum
recommended time or re-application limits are met.

3. MomecTuTb yKazaresibHbii Nasney, TOM e PYKW Ha FONIOBKY N/I0A3 Bbillle Y3LeYKn U
KOHTPOANPOBATL ONYCKaHUE roNOBKM.

4. Ocywecrsnatb TPaKUMUIO NO AWMHWUM OCU Taza M NPOABWIaTb FONIOBKY MNaoh4a K
IPOMEHOCTY C K3XA0MU NOTYroM. © HE MPEBBILLATb ycunue tpakuumn 30 ¢pyHtos / 14
Kr

5. [ina poctueHna makcumanbHoW sddekTa U HarnayHLux Pe3ynbTaTos, OCYLLEeCTBAATL
TPAKUMIO B HanNPaBAeHWUM, NEPrEeHANKYNRPHOM YalleyKe.

6. OgHako, npM NposeaeHUN POTALMOKHON CNEPaLIMK B NONOCTY MaAOTO Ta3a, 3a4acTyro
HeobXxoaMMO NPOU3BOLMTE TPSKUMIO B8 KOCOM HaMpasBAeHuu; MpU 3TOM chedyer
cobniogare 0CobYH OCTOPONKHOCTD, TaK KaK CUANbI, BO3HUKAIOWME NPY TaKON npoueaype,
MOTYT NPUBECTH K COCKaMb3bIBaHUIC Y3 LUEeUKHM,

7. Kauatowme uam 8pawaome 4BMEeHUA U3 CTOPOHbI B CTOPCOHY MOTYT TEZKIKE NPUBECTH
K COCKaNb3bIBaHMUIC YaLlLEUKH..

8. OcyWwecTBAATL NOCTOAHHYIO TPEKUMIC BO BPEMA KAXAO0M NOTYru.

9. MpeKpaTuTh TRAKUMIO MEMAY NOTYramu WAW eC/iM YObIWaH WUNALLMIA 3BYK ~ 370 |

NpU3HaK noTepy Bakyyma. o

10. CHwwate paspexenne {40 KenTOM 30HBI MHAMKATOPA) MEXAay MAoTyramu
(onuuoHanbHo), ecnun 3Tor0 TPEBYIOT NpaBuna neyebHoro yUupemaeHus.

11. ToeTOpPATL WarK A0 POXKAGHWS [CAOBKY WKW 40 AOCTMMEHUA MaKCUMalbHO
PeKOMEHAYeMbIX HOPM BPEMERM M YUCAA COCKA/b3bIBAHNA YaLUEYKY.

Table 1: Equivalent negative gauge pressures

Kg/em?® | kPa mmHg | Inches cm H.0 | Ib/in? bar
Hg

0.13 13 100 3.9 134 1.9 0.13
0.27 27 200 7.9 268 3.9 0.26
0.41 40 300 11.8 402 5.8 0.39
0.54 53 400 R 536 L] 0.53
0.68 67 500 19.7 670 8.7 0.66
0.82 80 600 23.6 804 11.6 0.79
0.95 93 700 27.0 938 135 0.92
1.03 101 760 29.5 1018 14.7 1.00

From: Vacca A. Handbook of Vacuum Delivery: In Obstetric Practice, 3rd Edition

Tabauua 1: NepecueT 3Ha4EHWI pa3pereHns

Krfem? | xia Mm.pr.cr. | Jrolm Cm. p1. | Qynr/ Bap
pT. CT. cr. AtoiAm?2
0.13 13 100 3.9 134 1.8 0.13
0.27 27 200 28 268 3.9 0.26
0.41 40 300 11.8 402 5.8 0.39
0.54 53 400 15.7 536 7 0.53
0.68 67 500 19.7 670 9.7 0.66
0.82 80 600 23.6 804 11.6 0.79
0.95 93 700 27.0 938 13.5 0.92
1.03 101 760 28.9 1018 14.7 1.00

WcTounnk: Vacca A. Handbook of Vacuum Extraction: In Obstetric Practice, 3-e usaatue

Progress

The first pull should cause flexion of the head and some descent. By the end
of the second pull the head should be on the pelvic floor and with the third
pull, delivery of the head should be complete or imminent.

Xop, poacpa3spelueHun
MNepsoe TpakuuAa JOMKHE NPUBECTH K CTUBAHUIO rON0BKU NN0AE 1 HeBoNnbLIoMY
NPOABUKEHUIC. B KOHLIE BTOPOM TPEKLMK FOIOBKA AO/IKHA ONYCTUTLCA Ha Ta30B0E HO;
1 NPU TPETbEN TPAKLUK AOMKHO NPOU3OATH NONHOE UM HACTUUHOR POXKOEHMe
TONOBKM.




With strong contractions and effective maternal expulsive effort, delivery
should be achieved as follows:

* 1 or 2 pulls for outlet vacuum deliveries,

» 2 or 3 pulls for low vacuum deliveries,

» 3 or 4 pulls for mid pelvic procedures.

MNpy cunbHbIX NOTYrax U A0MKHOM CTapaHuMW POMEHWUUb! POLOPaspelieHne A0/IKHO
NPpoOUCXOAUTL CrieyoumMm obpasom:

* 1 nay 2 Tpakummn NpuY BLIXOAHOW BaKYyM-IKCTPaKLINK,

® 2 v 3 TPaKUWK NPy BaKYYM-IKCTPAKLMY U3 Y3KOH HacTh,

® 3 yunu 4 TpakuUY NpU BaKYYM-3IKCTPaKL MY U3 LWMPOKOM HaCTi NOAOCTH Manoro Tasa.
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& Note: If traction is misdirected or too forceful, vacuum may be broken.
Before replacing cup, examine fetal scalp for trauma and re-assess position.

O rpumeyanue: Ecan npu Tpakumm HapyLeHo HanpasnieHe Uan NPUAoKEeHO
13EbiTOHHOE YCUAKE, MOKET NPOU30MITH cBpPOC paspeserus. eped noOsTOPHOIM
YCTaHOBKOM Yaweyku 06Cnes08aTh FTONOBKY 1043 Ha HAAWYME TPaBM U BHOBb

onpenenvTo NPeAneKaHNe U NONOMEHWE NACLS.

Q bo noT TWIST, TORQUE, OR USE EXCESSIVE FORCE.

O He BPALLATDL, HE U3rMBATL U HE MPUMEHATL YPE3MEPHbLIX YCUUA.

Q DO NOT REAPPLY IF CUP HAS BEEN DISENGAGED TWO TIMES

QO EC/M YALLUEYKA COCKANB3BLIBAJIA OBA PA3A, HE YCTAHAB/IMBATDH
MOBTOPHO!

EE

Axis of pelvis

OCb Ta33

Delivery
1. Release vacuum with release button after delivery of head.
2. Ease cup off the scalp.

Popopa3spewexue
1. Mocne pomaeHna ronosku cOPOCUTL paspemeHMe € MOMOLLLI0 KasuwK cbpoca
Pa3pRMEHUA.




3. Complete birth in normal manner.

2. CHATb YalLeUKyY C rONI0BKN HOBOPOXAEHHOIO.
3. 3aseplumnTb poabl 06bluHbLIM 06pa3OM.

Yacuum
B i

Knaswuwa cBpoca
Pa3peNeHUs

After Delivery

1. Examine baby’s head immediately after birth for scalp injury and note cup
application site.

2. Neonatal care providers should be made aware of the mode of delivery in
order to cbserve for potential complications associated with operative vaginal
delivery.

3. Inspect scalp regularly if difficulty was experienced to exclude bleeding into |

the subgaleal space.
4. Reassure parents that chignon should disappear in a matter of hours and
that marks from cup should leave no traces after a few days.
5. Reexamine baby within 24 hours to check the application site of vacuum
cup.

flocne pogos

1. Cpasy e nocne pOX/AEHUA OCMOTPETb FOMICBKY HOBOPOMAEHHOrO Ha npeamer
noBpeMAeHNi; 0BpaTUTL BHUMAHUE Ha MECTO KPEnJIeHUA YatleyKu.

2. PaborHukm HeoHatanbHOW caywbel g0/KHbY ObiTh OCBegoMAeHbl O cnocobe
POAOPAa3PELLSHUA C LIE/bio HabNI0AEHUA 32 BOZMOKHbBIMU OCNOMHEHMAMM, CBA3EHHbLIMYU
C npUMeHeHuem onepaTUBHOrO BarnMHabHOro pogopaspetieHus.

3. Ecnn BO3HUKaNK TPYAHOCTH, PENYIAPHO OCMATPUBaTh KOXY F0/0BbI 418 MCKAOHEHUs
KPOBOTEYEHMA B NOAANOHEBPATUYECKOE NPOCTPAHCTBO.

4, 3agepuTb poauTenel B TOM, YTO POAOB3A ONYXO/b TOMOBKU WCHE3HET B TeYeHue
HECKONLKMX Y3COB NOCNE POAOB, @ CAEL OT YaLEe4Ky NPONageT Yepes HECKONLKO AHER.
5. Nposecty o6cnenoBaHue pebeHKa yepes 24 4aca; OCMOTPETb MECTO HaNOKEHUA
YBLEUKHY.

INSTRUCTION FOR CESAREAN DELIVERY

YKA3AHWA 017 POOOPA3PELLEHNA KECAPEBBIM CEYEHUEM

OmniCup (Cesarean Section)

cup is ideal for easy insertion and maneuverability in the confined zbdominal
space.

| OmniCup (kecapeso ceueHue)
The KIWI® OmniCup is suitable for cesarean section deliveries. It's low profile |

KIW!® OmniCup noaxoguT Ans poAopa3pelueHus Npu Kecapesom ceveHuu. Ee manan
rnybuHa ugeanbHa Ans yoobHOTO BBeAeHMS ¥ MaHeBpUpOBaHMA B  YCNOBMAX
OrpaHU4EeHHOro npocTpaHcTea BpowHol nonocTu.




Preparation

1. Prepare the mother for C-Section according to hospital protocol.

2. Use established protocol for abdominal and uterine incisions.

3. Assess fetal head position, locating the flexion point 3 cm in front of the
posterior fontanelle along the sagittal suture.

Mogroroska

1. MoAroToBUTE POXMKEHULLY K ONepaLmMn Kecapesa ce4eHUA 8 COOTBETCTBUAM € NpaBunamu
neuyebHOro yupexgeHus.

2. Caenatb Hagpe3 Ha GPICIIHON CTEHKE M Ha MATKe B COOTBETCTBUM C 0BbI4HbIM X0A0M
Kecapesa ceyeHus.

3. OnpeaenuTb NONOKEHUE FOMOBKK NAI0AA ¥ HAWTU NMPOBOAHYIO TOYKY Ha CaruTTanbLHOM
wee 8 3 cmM Knepeau OT 3a4HEero poAHUYKa.

Cup Insertion

1. Insert cup inte the incision.

2. If the fetal head is high, place cup over occiput on flexion point.

3. if the fetal head is low, gently flex the head upward into the uterine incision
| with fingers and place the cup over the flexion point.

YcraHoBKa Yalueyru

1. BeecTu Halleyky 8 H24pe3 MaTKu.

2. EC/iv rON0BKa PacnonomeHo BbICOKO, YCTaHOBWUTL YalleuKy Ha NPOBOLHON TOUKE.

3. Ecnv ronoBKa onycTuaacs, OCTOPOKHO COTHYTL ee BBEPX NaibLUamy Yepes paspes Ha
MaTKe W YCTaHCBUTL YaLlleuKy Ha NPOBOAHOW TOUKE.,

"__\5-\ DO NOT PLACE CUP ON ANY PORTION OF FETAL FACE OR EAR

N HUKOT 1A HE YCTAHABAUBATD YALLEYKY HA /IMLLOC UK YXO NACHA!

4. Check the edges of the cup to ensure that no maternal, placental, or other
tissues have been drawn underneath the cup.
S. Raise vacuum level to 100 mmHg (yellow zone) and recheck the cup edges.

4. MNpoBeputs Kpan ualileyky, 4ToObl yOEAWUTLCA B TOM, YTO B MPOCTPEHCTBO MEMAy
Y3LIeYKOW W rONOBKOW NADAE HE MOMaju MaTepUHCKUe, NAaueHTapHble uau npouue
TKaHm, .o
5. Yeseauunts pazpewenne g0 100 mm.pT.CT. ()g(enTaﬂ 30Ha MHAMKaTopa) ¥ eule pas
NPOBEPUTb KPan HatueyKu. '

Delivery

1. Raise vacuum to 450-600 mm Hg (green zone).

2. Gently draw fetal head upward through incision.

3. When fetal head is delivered, release vacuum with release valve button and
remove cup before continuing delivery of shoulders and body.

Popopa3pelieHue

1. Ysenuuutb paspexerue no 450-600 mm.pT.CT. (3e/1eHan 30Ha UHAMKATOPa).

2. MArko BbIBECTU FOMIOBKY NN0AS BBEPX YEpes paspes.

3. MNocne poskgenuns ronosxkn cHPOCUTL pa3pemeHve C NOMOWDBIO KA3BULWMK Ha
YCTPOMCTBE M CHATL YaLIEUKY, NPEXAE YeM NPOAONHETh POAOPA3PELLEHUE NAEYHKOS K

TYN0BULA.

Note: If fraction is misdirected or too forceful, vacuum may be broken.
Before replacing cup, examine fetal scalp for trauma and re-assess position.

Mpumenanne: ECav npy TpakuMU HapyWeHo HanpasneHne UK NPUAOKEHO U3BbiToYHoe
YCUIUE, MOXET NPOU3cHTH COpoC paspexenmna. MNepes NOBTOPHON YCTaHOBKOR YalleyKu
obcnenoBaTh rONOBKY NAOLE Ha HANWYME TPABM W BHOBb ONPEeAenvUTb NO3ULMIC,

) DO NOT TWIST, TORQUE, OR USE EXCESSIVE FORCE.

) HE BPAWATb, HE M3TMBATb WU HE NPUMEHATb YPE3MEPHbIX YCU/IUA.

DO NOT REAPPLY IF CUP HAS BEEN DISENGAGED TWO TIMES

Q© ECAM YALLEYKA COCKANB3bIBAJIA OBA PA3A, HE YCTAHAB/IMBATL EE
NMOBTOPHO!

After Delivery
¢ Examine baby’s head immediately after birth for scalp injury and note cup
application site.

Mocne pogos
» Cpasy e nocne poMaeHWR OCMOTPEeTb FONOBKY HOBOPOXMAEHHOrO Ha npeagmer
nospexaeHnn; 06paTnTL BHUMaHUE Ha MECTO KPENEHUA YaLeUKu.




Vacuum
Relezse
Burton

Knasuuia cbpoca
pazpexenus

e Inspect scalp regularly i difficulty was experienced to exclude bleeding into
the subgaleal space.
* Reassure parents that chignon should disappear in a matter of hours and
that marks from cup should leave no traces after a few days.
* Reexamine baby within 24 hours to check the application site of vacuum
cup.

* ECnvt BO3HVIKANK TPYAHOCTH, PETYNAPHO OCMATPUBATL KOMY TOAOBb! ANA UCKAIOYEHNA
KPOBCTEYEHWA B NOAANOHEBPATUHECKOE NPOCTPAHCTBO.
¢ 3asepuTb poawTesiell B TOM, YTO POLOBAA ONYXO/lb FONOBKWM MCHYE3HET B TeyeHue
HECKONLKMX H3COB NOCAE POAOCE, @ C/1ef OT YalleUKu NPONajer Yepes HeCKONbKO AHe.
¢ Mposectn obenenosanie pebeqka yepes 24 4aca; OCMOTPETE MECTO HASIOMEHUS
YalueuKu.

Environmental protection and disposal.

The KIW!I® products are not toxic or flammable.

Unused devices before or after the expiration date can be disposed as
household waste.

The used devices are classified as epidemiologically hazardous waste
(infected and potentially infected waste: materials and tools, items
contaminated with blood and / or other biclogical liquids). Disposal of these
products is carried out in accordance with local and state regulations for the
disposal of medical waste.

in accordance with Russian SanPiN 2.1.7.2790-10, the waste of this medical
devices after usage belongs to class B: epidemiologically hazardous waste.

3awuTa OKPYIKAOLWEN Cpeabl U YTUAK3ALUA. |

NpoayxTol KIWI® He ABARETCA TOKCUHHBIMM MM QTHECT aCHbIMMU.

Hencnonb3osarHble USLENUA A0 WAKM NOCAE UCTEYeHUs CpOKa roagHOCTY MOTyT BbiTh
YTUAN3UPOBaHbI B KavecTse, BbiTOBbLIX OTXOA0B.

Ncronb3oBaHHble M3LENMA OTHOCATCA K 3NUAEMMUONOMMYECKM ONaCHbIM OTXOHaMm
(vHdrUMPOBaHHbIE W NOTEHUMENLHO WHOMUMPOBAHHLIE OTXCAbi: marepuansl u
WHCTPYMEHTDI, MPEAMETH!, 3arpA3HEHHbIE KPOBLIO M/MAM LpYyrumMK BUOROTUYECKUMM
HMUAKOCTAMM). YTUNAN3EUMA [AHHbBIX U3AENWIH NPOBOJUTCA B COOTBETCTBMM € MECTHbBIMM
W FCCY4apCTBEHHBIMU HOPMaMK MO YTUAU3aUMM MEAULIMHCKUX OTXOA08., _
B coorserctaumn ¢ poccuitckum CanluH 2.1.7.2790-10, oTX0ab! A2HHBIX MEAULUHCKMUX '
u3penuit nocne NPUMEHEHUA OTHOCATCA K Kfaccy B: 3nuiemuONfOrHyecku onacHble |
OTXOAbI.

Transportation and storage conditions

* between 2°C and 25°C in the original package,

* relevant humidity 20-85%;

* protect from light,

e do not freeze,

* avoid shock.

These medical devices are transported by all types of transport in covered
vehicles in accordance with cargo transportation requirements, rules and
laws applicable on each type of transport.

Ycnosuna TpaHCNOPTUPOBAHMA U XPRHEHWUR

* 0T 2°C 40 25 °C B OpUrMHansLHoM ynakosKxe,

* IPY OTHOCUTENIBHOW BNAMHOCTH 20-85%;

® 33WMUATh OT CBETA;

* HE 3aMOpaMnBaThb;

* 136eraTb YAapPOB ¥ PE3KMX BCTPAXMBAHMIA.

[aHHble MeAMUWHCKWME W3fenna TPaHCNOPTUPYIOTCA BCEMK BMA@MM TpaHCNoOpTa B
KpbiTbIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBUM C TPEBOBAHWMAMM, NPaBUNAMU U
HOPM3TUBHLIMKU [OKYMEHTaM¥ MNEepeBO3KW rPy30B, LEACTBYIOWMX HA TpaHcnopTe
Kama0ro Buaa.




Shelf life

The shelf life of products is limited to 2 years form the time the batch is
packaged. The expiration date is indicated on the packaging and is valid under
the conditions of transportation and storage. Do not use after expiration date.

Cpok rogHocTu

CpOK roAHOCTH NPOAYKTOB OrpaHudeH 2 rogamu ¢ MOMEHTa ynakoBKu naprun. [laTa
UCTEYEeHWA CPOKa rogHOCTM YKasaHa Ha YNakoBKe W AefCTBUTeNbHA Npu cobioaeHun
YCAOBMI TPAHCNOPTUPOBKU M XpaHenua. He ucnonib3cBaTth MOCAE WUCTEYEHWA CPOKa
rOAHOCTH.

Warranty

The warranty period is equal to the shelf life of the product. The shelf life of
medical devices is 2 years.

The manufacturer guarantees the quality of the products and compliance
with the declared technical specifications for the entire medical devices shelf
life in case of following the appropriate application, transportation and
storage conditions. The manufacturer or its authorized representative
provides information and recommendations regarding risks, as well as
prescriptions, methods and techniques for the usage of the products.

The manufacturing company disclaims all responsibility and disclaims any
warranty cbligations arising from patient, fetus injuries or damage that may
occur as a result of:

1. The selected method of application and technigue in case of non-
compliance with the established recommendations.

2. Improper appointments, a choice of use for a particular patient.

3. Medical device usage after the specified expiration date or in violation of
storage and transportation conditions.

FapaHTum

[apaHTUHBIA  CPOK COOTBETCTBYET CPOKY
MESULMHCKUX U34enui cOCTaBnnAeT 2 roga.
MpoussoanTens rapanTUpyeT Kav4ecTBo W3LEe/MWMA W COOTBETCTBME 3aRBAEHHbLIM
TEXHUYECKUM CheuMduKaumram 8 TEUEHME BCEro CPOKa rogHOCTW npu cobniogeHunn
YCIOBUIA 3KCRyaTaluuu, TPaHCMOPTUPOBaHWA 1 xpaHewua. [pou3sBoguTend UAM ero
YNONHOMOYEHHbLIR NPEeACTaBUTENb NPEAOCTARAAET UHOOPMALUMIO U DEKOMEHLALMM B
OTHOWEHUU PUCKOS, @ TaKIKE MPEANUCaHUR, METOAbl U TEXHUYECKUE npuemb! Ans |
NPYUMEHEHWUA U3LENUIA, )

KomMnanua-npou3soamrent CHUMAET C cebs 8Ci0 OTBETCTBEHHOCTb M OTK33LIBAETCR OF
rapaHTuitHbix 0BA33TeNbCTB 8 CBA3M C TPaBMaMU NauueHTa, naogda wam yulepbom,
KOTOPbIA MOMET UMETh MECTO 8 pedynsTaTe:

1. Boi6paHHOro cnocoba NpUMEHEHUs W TEXHMYECKOTO MpUema npu HecoBAAEHMM
YCTaHOBAEHHbIX PEKOMEHAUMIA.

2. HenopxoasLuiero HasHaderns, Bbl60Pa NCNO/E30BaHNUA A1A KOHKPETHOTO NaumueHTa.
3. Ucnonb308aHuA U3Le/ A NOCAE UCTEHEHMA YKa3GHHOro CPOKA rOAHOCTH MU NP
HapylweHWAX NPasun XpaHesuna u TPaHCNOPTUPOBKY.

roaHocTy  uagenud. Cpok  ropgHocTu
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|

e Includes name and address of the manufacturer |
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Use By Date YYYY-MM-DD is generic placeholder for
specified Use By Date

Hcnones3osars go gatel ITTT-MM-IJI ssasercs obuwimum
3aMONIHHTENEM A5 YKa3aHHOH NaThli HCNOAb30OBAHHS

E YYYY-MM-DD

Lot Code

Koa naprtuu

=
—

O

Catalog Number

Homep no xaranory

Do Not Reuse

3anper Ha NMOBTOPHOE NPUMEHEHUE

| Steritized by Irradiation. Sterility Guaranteed Unless Package
| Opened or Damaged. Do Not Resterilize.

Pajuaunontian crepuinsauns. CTCpUALHOCTH FapaHTHpOBaa,
! CC/IH YNAKOBKA HE BCKPBITA UJIH He NoBpekaeHa. He

STERILE|R

; Consult Instructions For Use

Do not use if the product sterile barrier system or its packaging
is compromised

Warning or caution

Temperature limits

Do not

GOST system compliance symbol

CTEPHANI0BATL NOBTOPHO

OOpaTtiTech K MHCTPYKUKH N0 TIPHMEHEHHIO

| He ncnoan3osats NPy NOBPEXACHUY YIIAKOBKH HIH CTEPHIBLHOTO
| BapLeEpa CHCTEMBL '

Q<> ® |5 ;J®a

| [Ipeaynpenienne ik npeocTepeeHme

TemnepatypHutii IHANA30H

|
|
I He aeaats

|
| 3HaK COOTBCTCTBHA NPY ACKIAapHPOBAHKHH COOTBETCTBUSA B CHCTEME
| ToCT

<

Clinical Innovations LLC.

747 West 4170 South Murray, Utah USA 84123
P. 801-268-8200

Toll Free: 888-268-6222
clinicalinnovations.com

e

Clinical Innovations LL.C.

747 West 4170 South Murray, HOra, CILIA 84123
Ten. 801-268-8200

bBecnnartuslit HoMep: 888-268-6222
clinicalinnovations.com

Authorized representative in Russia

MCNT Import limited company (MCNT Import Ltd.)

Address: Russia, 119071, Moscow, Ordzhonikidze st., 12, building 2.

Tel.: +7 495 786-39-63; e-mail: kiwi@mecnt.ru

www. kiwi-cup.ru

The authorized representative of the manufacturer in Russia is empowered to
ensure the processes of product traceability and post-registration monitoring of

Y nogHOMOueHHBIH peAcTaBHTeNb Npon3BoanTens B Poccun

OfwectBo ¢ orpannueHHod otBeTcTBeHHOCTBIO «MKHT Hmnopr» (OO0 «MKHT
Wmnopt»)

Anpec: Poccus, 119071, Mocksa, yn. Opmxonukunze, n. 12, crp. 2.

Ten.: +7 495 786-39-63; e-mail: kiwi@ment.ru

www kiwi-cup.ru




side effects that are not specified in the instructions for use, undesirable |

reactions when using a medical product, the features of the mutual
interaction of medical devices endangering the life and health of citizens and
health worker. To perform these functions, MCNT Import Ltd., acting as an
authorized representative, or / and its proxies are entitled to collect post-
registration data, communicate safety information to the subjects of
circulatien, be involved in corrective and preventive actions, and conclude

appropriate agreements on the exchange of data in relation to these |

products, if it does not contradict the legislation of Russian Federation and
Eurasian Economic Union.

'_—ME)_HiATOpMHFa’ ~ 6e30NacHOCT  MeanumMHenLy AP e -
npegoTepalteHnst No6o4HbIX AEICTBUN, He YKA3aHHBIX B MHCTPYKLMM M0 npumeHeRuo,
HeXenaresibHblX Peakunii NPy NPUMEHEHUM MEAULMUHCKOTO U3Zenus, ocobeHHocTel
B3aMMOAEHCTBUA MEANUMHCKUX M3gennii mexay coBol, dakToB 1 obcroaTenscrs,
CO3A3OWMX Yrpo3y MM3HWU U 3[0POBLIO FPAMAEH M MEANUMHCKUX paboTHUKOB. AnA
BbINONHEHUA  paHHbIX QyHKUMit 000 «MKHT WMmnopTt», pgeiictBys B KadvecTe
YNOAHOMOUEHHOTO NPeACTaBUTeNs, Mn/u ero [oBepeHHbIe NULA HageNeHb npasom
cobupaTh MOCAEPErncTPaUMOHHbBIE AaHHLIE, A0BOAWUTL A0 cybbekToB obpatenus
vHdopmaumo no 6e30nacHOCTY, BOBNEKATHCA B MEPONPUATUA MO  BhINOMHEHUIO

KOPPEKTUPYIOLUMX 1 MPEBEHTUBHBIX AEACTBUHA, a TakMe 3aKNI04aTe COOTBETCTBYIOWME
corauwesus no 0BMEeHy AaHHbIMK B OTHOWEHWW 3TON NPOAYKUMM, €CAU 3TO He

NPpOTUBOPEYUT  3aKoHOZaTenbcTBy  Poccnitckon  degepaumu  u Espaswuiickoro
| SxoHomu4eckoro Cowsa.
The organization accepting ciaims (proposals) in the territory of the Republic | Opranusauus, npuHumaowas npereHsun (npeanoxenun) wa Tepputopum

of Kazakhstan

"3nan-West" Ltd,

Republic of Kazakhstan, 330060, Aktobe, Sherniyaz str., 57-24.
Tel. +77075665835, e-mail: elanwest@mail.ru

Pecnybauxu Kasaxcrau

TOO «3naH-West», o

Pecnybanxa Kasaxcran, 030000, r. Aktobe, yn. LepHunza 57-24.
Ten.+77075665835, e-mail: elanwest@mail.ru

The list of standards and normative documents: MDD 93/42/EEC, ISO 13485, ISO
14971, 1SO 17665-1, EN 556-1, ISO 11137-1, ISO 11137-2, iSO 11137-3, ASTM
F1980 — 07, I1SO 10993-1, 1SO 11607-1, I1SO 11607-2, 1SO 15223-1.

Crincok ctanpaptos: MDD 93/42/EEC, ISO 13485, 1SO 14971, 1SO 17665-1, EN 556-1, 1SO
11137-1,1S0 11137-2, IS0 11137-3, ASTM F1980 - 07, ISO 10993-1, 1SO 11607-1, IS0 11607-
2,150 15223-1.

Pe;
Russian registration certificate: Ne XXX 0000/0000 dd. DD.MM.YYYY

Belarusian registration certificate: Ne XX-0.000000 dd. DD.MM.YYYY
Kazakh registration certificate: Ne XX-XXX-ONeGGO0O00 dd. DD.MM.YYYY

@

Peructpaunonroe yaocroseperue B Poccuu Ne XXX 0000/0000 or DD.MM.YYYY
PerucrpaumoHHoe yaocrtoseperue B Genapycy Ne XX-0.000000 ot DD.MM.YYYY
PerucrpaumonHoe yaoctoseperue 8 Kasaxcrarne Ne XX-XXX-0NeGOO000 o DD.MM.YYYY
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forMOM. forBABY. forLIFE.
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s MOATBEPXKAA0 TOYHOCTD, IIPABUIIBHOCTDb U
JAOCTOBEPHOCTH TEKCTA HACTOALLIETO JOKYMEHTA

Hara: 09 nexabps 2019 .
[noonucw]

Kemnu Credanpsax

Crapwuil JupeKTop 1o rodaibHbIM BONPOCaM HOPMATHBHO-TIPABOBOIO PEry/IMPOBAHUS

Ilpeasnaraemass UHCTPYKUHMSA N0 NIPUMEHEHHIO
(Toapko ans peiHka crpad CHIY)

®
CucremMa poaoBcnoMokenus Bakyymuas KIWI®

Ot umenu u o nopyuernto Clinical Innovations, LLC.

HOTAPUA/IBHOE YAOCTOBEPEHWE

LWrat fOma
Okpyr Salt-lake [Conm-/lelik]
B 3101 9 aeHb aexabpa 2019 2., Kellie Stefaniak [Kennu
Cmed)aHbﬁK]anHo npeacrana nepeso mMHoLo,
V 3HAKOMaA MHe NNYHO,
_4blo JNYHOCT A yA0CTOBEpUaAa HA OCHOBAHUU
Ubl0 JIMYHOCTL A YAOCTOBEPUAE HA  OCHOBAHWUM
CBMAETENbCTBA NOA, PUCATON
3aCNYXKUBAIOWETO f0BEpUA CBUAETENS,
YTobOb! ObITh NOANUCAHTOM CNEAYIOWEro AOKYMEHTA, 1
oH / oHa noatsepamnn(a), uto oH / oHa noanucan(a) ero.
[MModnucs]
noAnuCb HOTapuyca
Mow nonHomouna ncrexatot: 06.05.2022 r.

[TTevamy: ]
Meuuna J1. [Maiiddep, FocyaapcTseHHbI HOTapHyc,
mrart {0Ta.
Mou nonHoMmouus uctekarot: 06.05.2022 .
IMonHomouus Ne700400
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