Spinocan® [ Pencan®

B BRAUN

m Spinal Needle for spinal and diagnostic puncture ,
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® (3] LOT

m Do not re-use Consult instruction for use Batch number Sterile
3anpert Ha NoBTOPHDE NPpKU- O6paTtuTecs K MHCTPYKLUMK MO Npu-
RU s . S Homep cepum  Crepunbio

Use-by date Manufac- Date of manu-

o o Do not use if package is damaged  Caution
OcropoxHo!
MNpowm3eo- He ucnonb3oeate npy noepexaesnn  OBpatutech K
Wcnonb3oBats go [HTenD [lata u3roToBneHuA — MHCTDYKLMM 1O
MPUMEHEHHIO
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6134 Instructions for use

Materials used
Stainless steel, polycarbonate,
polypropylene and UV-adhesive.

Indications

Spinal anesthesia (Injection of
local anesthetics into the suba-
rachnoid space for diagnosis,
operative procedures and pain
management).

Lumbar puncture (diagnosis)

Contraindications

The recognized contraindications

for spinal anesthesia and lumbar

puncture must be observed.

Be aware of:

* blood coagulation disorders

e skin infection at or near the
puncture [ injection site

® sepsis

e History of hypersensitivity to
local anaesthetic or any of the
materials employed is known
Patient refusal

e Severe untreated hypovolae-
mia

* [ncreased
sure

Spinal anesthesia should not be

performed in patients with the

following conditions:

* severe decompensated hypov-
olemia

* shock

intracranial pres-

® 3acute cerebral or spinal cord
disease

® increased intracranial pres-
sure

e existing infection at the injec-
tion site

* endogenous or iatrogenic co-
agulopathy

* Anatomical deformities of the
patient's back

* Amniocentesis

Risks

The known risks of spinal anes-
thesia and lumbar puncture are
especially post dural puncture
headache, Hypotension and brad-
ycardia, Hypothermia, Nausea and
vomiting, Total spinal anaesthesia,
Low cerebrospinal fluid pressure
syndrome, cardiac arrest, apnoea
or acute toxicity to the local an-
esthetic. Neurological disorders
such as a consequence of epidural
haematoma or abscess formation,
anterior spinal artery syndrome,
cauda equina syndrome, urinary
retention, herniation, pain, infec-
tions, mispositioning, etc. are very
rare but still recognized compli-
cations. Spinal anesthesia and
lumbar puncture should only be
performed with the appropriate
equipment and trained staff to
manage such complications.

Very rare complications:

® hearing loss

® epidermoid tumor

e retroperitoneal abscess

Warning

Re-use of single-use devices
creates a potential risk of pa-
tient or user. It may lead to
contamination andfor impair-
ment of functional capability.
Contamination andfor limited
functionality of the device may
lead to injury, illness or death
of the patient. Do not use if
packaging is damaged. Do not
resterilize. Avoid applying ex-
cessive force during advance-
ment as the spinal needle might
bend and eventually break. The
tip of the spinal needle may
become blunt or deform after
bone contact. A needle with a
damaged tip increases the risk
of post dural puncture head-
ache due to extended perfora-
tion of the dura mater.

Duration of use

Spinal needles are used for a few
minutes for diagnostic punc-
ture (lumbar puncture) or for
the injection of drugs into the
subarachnoid space (spinal an-
esthesia) and are withdrawn from
the patient immediately after
completion of the procedure.

Instructions for use

When performing spinal anes-

thesia [Lumbar puncture, aseptic

conditions are required.

1. Orient the patient according
to hisfher condition and/or
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the planned puncturefinjec-
tion site. Choose between
lateral decubitus or sitting
(prone) position. Locate the
midline and follow it during
needle placement

Select a suitable spinal nee-
dle. It is recommended to
use an introducer for spinal
needles that are 25G (0.5 mm)
or less in diameter. Check
emergency equipment (intu-
bation kit, drugs) and ensure
continuous monitoring of the
patient.

. Disinfect puncture site

. Inject 1-1.5 cc of local an-
esthetic into the skin at the
selected puncture site of the
spinal needle to anesthetize
the tissue and the supras-
pinous and intraspinous liga-
ments.

The introducer needle (for
needles 25G or smaller) is
inserted at the puncture site
until reaching the inters-
pinous ligament The intro-
ducer is fixed with thumb and
index finger of the left hand
(for right-hand user).

The spinal needle including
the stylet is advanced through
the introducer needle. The
typical “dural click" occurs
when the ligamentum fla-
vum has been passed and the
subarachnoid space has been
reached.

Warning

If any resistance is felt during
advancement of the spinal needle
carefully correct the orientation
of the needle but never apply
strong forces in order to over-
come the obstacles.

7.

Remove the stylet from the
spinal needle. Carefully check
for the occurrence of cerebro-
spinal fluid (CSF) which may
be slightly contaminated by
blood but must never be pure
blood.

Lumbar puncture procedure:
take CSF for diagnosis, with-
draw spinal needle, cover
the puncture site with sterile
plaster/ dressing.

Spinal  anesthesia: before
injection of the local anes-
thetic, withdraw CSF from the
subarachnoid space to ensure
proper needle placement. In-
ject the drug according to the
manufacturers instructions.

Note

The local anesthestic must
never be injected without
the evidence of cerebrospi-
nal fluid. If pure blood is
flowing instead of cerebro-
spinal fluid withdraw the
needle and retry at a differ-
ent intervertebral space.

If no cerebrospinal fluid
is flowing back rotate the
needle to all four quadrants
and carefully aspirate until

cerebrospinal fluid is vis-
ible. If this procedure does
not show any backflow of
cerebrospinal fluid, repeat
the spinal puncture using a
different needle direction.

- [If paresthesia occurs after
reaching the subarachnoid
space, the needle must be
slightly withdrawn.

- [f paresthesia occurs during
injection, the needle must
be repositioned before con-
tinuing the injection.

8. After complete drug injec-
tion withdraw the needle and
cover the puncture site with
sterile plaster/dressing.

9. Spreading of the anesthetic
drug is achieved by turning
the patient into a favourable
position depending on the
type of drug used (hyperbaric,
isobaric or hypabaric).

10. The level and spread of local
anesthesia needs to be care-
fully monitored. After reach-
ing a complete block of the
motoric andfor sensoric and/
or sympathetic nerves in the
desired dermatome, surgery
can start.
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IR VucTpykuus no
NpUMEHeHWIo

Wcnonbayembie matepransi
Hepxageiowan cranb, nonmxapboxar,
nonunponinex U YO-knen.

Mokazanma

CnuHanbHaa aHectesnA (esefeHune
MECTHBIX aHECTETUKOB B CyDapaxHo-
MaNbHOE MPOCTPAHCTBO ANA AWa-
FHOCTVIKW, ONepaLMOHHbIX Npoueayp
W neyeHun 6onum).

iombansHas MyHKUMA (QMarHOCTHKA).

lMpotweonokasaHua

Heobxogumo yuuTbiBaTb M3BECTHble

MPOTUBONOKA3aHWA K MPOBEAEHMIO

CNMHANBHOW 3HeCTe3uM W momban-

HOM MyHKLMM.

[pmiUTe BO BHAMaHWE Cnegyiowme

obcroATenbCTBa:

+  HapyleHUA CBEPTbIBAHNA KPOBM;

* WHQEKUMA KOXHbIX NOKPOBOB B
MECTE MYHKUMWA / MHDEKLMH WK
BONM3M Hero;

.+ CEencuc;

+ B 3HaMHE3e WMMEETCA Unepuys-
CTBMTENIbHOCTb K MECTHOMY aHe-
CTETHKY Ui K MmoBGoMy M3 MCnonb-
3yembix MaTEpUanos;

+ OTKa3 NaLyWeHTa;

+ TAMENan HeNeyeHan TMNOBONEMNS;

+ NOBbILEHHOE  BHYTPUYEpenHoe
BABNEHUE.

CnuHanbHYI0 aHeCTe3n0 He JOoNyCKa-

€TCA NPOBOJMTL Y NALMEHTOB, Y KOTO-

PhbiX UMEIOTCA UTefy0LMe COCTORHNA

+ TAKEN3A  [eKOMNEeHCUPOBaHHAA
TUNOBONEMMA,

- um“

« OCTPOE MOP3KEHWE  FOMOBHOMO
WK CTIMHHOTO MO3r3;

+ TMOBLILEHHOE  BHYTpW4epenHoe
[3BNeHKE;

+ MHOSKUMA B MECTE BBEEHNS,

+ 3HOOTEHHaA WM ATPOTEHHAA KOa-
rynonarus;

+ aHaToMMueckne gedopmaumMmu Cu-
Hb;

+  aMHHOLIEHTE3.

Pucku

K yCTaHOBNEHHBIM DWCKaM, CBA3aH-
HbIM CO CMMHANBHOW aHeCcTe3nen M
nioMBanbHON MyHKUMEN, OTHOCATCA
rmasHbiM 00pa3om MOCTTYHKUWOH-
HaA ronoeHas Oonb, apTepuanbHas
runoToHuA W Gpaguxapawa, rvno-
TEPMUA, TOWHOTA W PBOTA, TOTaNbHaA
CNMHANDHAA 3HECTE3NA, CUHOPOM
HU3KOTO  [3BNEHWA  CMIMHHOMO3-
FOBOW WIKOCTM, OCT3HOBK3 KpO-
soobpaluenns, anHo3 MNKU OCTpoe
TOKCMYECKOe [JENCTBME MECTHOTO
aHecteTMKa. K OueHb pefxuMm, HO
BCE Xe CTYUIOWHMMCA OCOKHEHM-
AM  OTHOCATCA HEBPONOMMYECKWe
HapyweHua (Hanpumep, Bbi3BaHHbIe
SNWAYPanbHOW  remMaTtomoi  inu
abcuyeccom), cvHapoM nepepgHew
CNWHANBHOW APTEPHIM, CUHAPOM KOH-
CKOTO XBOCTa, 33/IepKKa MOUM, Fpbi-
*a, 6onb, MHdexuna, HenpaeunbHaA
YCTaHOBKa UMbl 1 ap. Bo usbexanue
MEPEUNCNEHHBIX OCNIOKHEHWA CTW-
HANbHYIO aHeCTesnio U niombanbHylo
MYHKUMIO A0MKEH NPOBOAWTL TOMb-
KO KBTMOULMPOBaHHDIM NepcoHan
C  WCNONb30BaHWEM HAANEXalMX
WHCTDYMEHTOB.

OueHb pexue OCNOXKHEHNA:
+ NOTEPA TTyXa;

+  3MUOEPMONAHAR OMYXONb;
+ pEeTponepvTOHeanbHbIA abruecc.

lNpepynpexpexua

MosTopkoe npumenetne OAHOPaso-
BbIX M3J1eMA MOTEHUMANbHO OoMnac-
HO 1A NALMEHTOB W MeAiNepCcoHana.
3T0 MOXeT NpuBecTH K WHmymMpo-
BaHWIO WAMK OrpaHM4eHmio QyHK-
uuoHanbHocTh. UHpmymposanwe w
WNW OrPaHMYeHHan QYHKLMOHAND-
HOCTb YCTPOWCTBA MOTYT MOBNEYD
3a coboit yuiep6, 3abonesanme nnm
cMepTb naumenTa. He ncnonbayiire,
e yMaKoBka nospexpeHa. He
crepunusyite nosropHo. He npwu-
KNafibiBaiTe YpeIMepHoe yCuiue Bo
BpeMA NpPOABWKEHWA CNWUHANbHOW
MITIbl, TaK KaK B 3TOM C/Tyyae OHa Mo-
KeT NOrHYTLCA AW fJae CNOMAThb-
cA. B peaynbrare KOHTAKTA € KOCTHIO
KOHUMK CMUMHANBHOW WIMbl MOXET

3aTYNUTLCA WK fe¢OpMUPOBATD-
cA. [lpu wcnonb3oBaHMM WMbl €

upgmpuoﬁ nepdopaymen Teep-
01 060N0YKN CIIMHHONO MO3ra.

[inuTenbHOCTL NpUMEeHeHNA

CnuHanbHble WiMH  NDUMEHAKT B
TeYeHWe HeCKOMbKMX MHHYT ANA AKa-
THOCTMYECKOW MYHKLMK (momBanbHOM
NYHKUMK) WIW Q1A MHDEKUMKM NeKap-
CTBEHHbIX NpenapaTos B CyGapaxHou-
[anbHoe MPOCTPAHCTBO (CMHanbHaA
aHECTE3NR), U WIBNSKAIOT W3 NauMeHTa

Cpazy NoCne 3aBePLUEHINA NPOLETYPbI.
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WMrcTpyKuna no npumesienmio

[inA NpoBefieHNA CNUHANBHON aHe-

cresuy / mombanbHoW MYHKUMH TPE-

YIOTCA aCefTHUecKue yCI0BuA.

1. PacnonomxuTe naumeHTa C yyetom
€10 COCTORHNA W/MNK HAMEYEHHO-
10 MeCTa NMyHKLMK/HbeKUmN. Boi-
6EPHTE nubo NonoxeHwe Néxa Ha
60Ky, nubo nonoxenme cnMaR (,.m
Ha #ueote). OnpefienuTe cpeauH-
HYI0 IMHWIO W CTIEATE 33 Hewt BO
BPEMA YCTAHOBKM Mbl.

. puTe  NOAXOJAWYD  Cnu-
HANbHYI0  WMY. PEKMWTUI
) 308aTb MHTPOAbIOCED ANnA
(MUHANbHbIX WM [MAMETPOM 25G
(0,5 Mm) UK Menblue. YbeauTech
B Hanwumn ofopyjosakma_ana
PeaHUMALMN ¥ WHTEHCUBHOW Te-
panuu (Habops! AR MHTYGaLmm,
NEKapCTBEHHble  MpEenapathl) M
obecneubTe HenpepoisHbIA MOHH-
TOPHHI NALKEHTA.

3. [leannmumpywTe mecTo npokona.

4. Beepute 1-1,5 mn MecTHOrO aHe-
CTETMKA B KOXY B HameueHHOM
MECTE NPOKONa CNIMHANBHOM MoK
ANA aHeCTe3UM TKAHEH, 3 TaKe Cy-
NPACTMHANBHBIX W MHTPACNHHAML-
HbiX CBA30K.

5. Wirny wiTpoppiocepa (anA win ana-
METPOM 25G Mnu MeHblie) BBOAAT
B MECTO NPOKONa, 0Ka OHa He fio-
CTUMHET MEXCTIUHANGHOW CBA3KM,
WhTpopbiocep  puKcupyior Gone-
WHM ¥ YK33aTeNbHbIM NanbLiamin
NEeBoN pyxku (eCNM MONb30BaTEND
- nNpaBiwa).

6. CI'MHaany]o Wy, BKMIOYR CTW-
flet, NpOABMTaioT Bnepel 4epe3
umy wHTpoabiocepa. Mpu npo-

XO[3EHMNN XETTON CBA3KM W JOCTH-
MeHu CybapaxHongansHoro npo-
CTPaHCTBa Pa3facTcA  TUMKYHLIA
‘mpmm LienwoKs.

Mpeaynpexpenna

ECm 80 BpemA NpoOABIKEHNA Cr-

HaNbHOM WITIbl OLLYLLIZETCA CONPOTHB-

NeHne, TWATENbHO OTKOpPeKTUPYWHTe

OpVISHTALMI0 UITIb, HO HI B KOEM CITy-

43e He MpUKNAEbIsaITe YCuNWA AnA

nmoﬂmm nmﬁ_

7. WzBnexute CTMNET M3 (NMHANLHON
urnbl. TWATENbHO NpoBEpbTE Ha-
NYME CNIAHHOMO3T0BOM MIIKOCTH
(CMX), KoTopas moweT Guimb Crer-
Ka 3aIPA3HEHa KPOBbiO, HO 370 He
nonmxHa ObTb ynCTaa KpOBb.

- MeToguka momGanbHOM MyHKUMK:
so3omute CMXK anm gua -
BbIHBTE CIIMHANbHYIO WY, 33KPOWt-
Te MeCTo NPOKONa CTePHIbHBIM
nNacTbipes/ NOBA3KOA.

- (CnuHanbHanA aHecTeIwA: nepen
MHDEKUMEA MECTHOTO aHeCTeTMKa
otbepure (MK w3 cybapaxtou-
anbHOro MPOCTPaHCTBa, YTOGbI

8 NpasvnbHOCTH Y(Ta-
HOBKW WITbl. BBemuTe nexapcrso
COTMACHO WHCTPYKUMW NpOM3B0-
OuTenA.

Npumeuaru

- MecThbil awecTeTMk He pgony-
CKJeTCA BBOWTD, eCnM He Gbina
orobpaHa CNWHHOMO3TOBaA
KuaKoCTb. Ecnm BMecTo cnumKo-
"om HWUAKOCTH BbiTEKaeT
WI H3BNeKnTe m W CHOBaA
nonbiTaiTech BBECTH ee B ApY-
FOR MENNOIBOHKOBMA NPoME-
KYTOK.

- Em CNUHHOMO3IoBa m_
KOCTb He BbiTeKaer, ocyljectenre
BpallieHWe WIMbl Ha BCe YeTbipe
KB3JIpaHTa M 3KKYPatHO NpoM3-
- mwlo_no NoABNe-

BO3HWKNA NepeCTe3WA, WMy He-
GXOAMMO CNerka OTBeCTH Ha3aj.
- Ecnu nepecTeaws BO3HWKNA BO
BPEMA HHDEKLIM, TO pexe uem
06X0RMMO Peno3NLIMOHMPOBATD.
8. MNocne 3aBeplueHnA MHbEKLMK Ne-
Te MeCTo npoKona Crepwmua“pom"
nNacTbipem/NOBA3KOM.
9. [inA pacnpoCTpaHeHna aHeCTETMKa
NpUATHOE MNONOXeEHWe, KOTOpOe
33BWCHT OT TMN3 WCMIONb3

nekapciBa  (runepbapuueckoe,
u3obapuueckoe unM runobapmue-
cKoe).

BLOgOIGIR: St e
CTPaHeHNA MECTHOM aHecTe3uu
HeODX0/IUMO TILATENbHO KOHTPO-
nupoBatb. [locne  OCTIXEHMA
nonHoW Gnoxagbl ABMIaTENbHBIX
WWNKM CEHCOPHBIX WWH CaMNa-

THYeCKUX HepsoB B Tpefyemom
[OEpMaTOME MOMHO  HauWHaTh

XMPYPIMYECKOe BMRWaTeNbCTBO.
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Manufacturing site:

B. Braun Aesculap Japan Co,,
Ltd. Tochigi Factory

Hospital Care

285 Ogaki, Tsuga-machi,
Tochigi-shi, Tochigi,
328-0101 Japan

XpaHUTb B MPOXNagHOM CYXOM MecTe,
33WMILEHHOM OT NPAMOTro nonagaHua
CONHEYHbIX Ayyei. Mpu cobnogeHnm
YCNOBUIA XpaHEHWUA MCNONb30BaTL 40
YKa3aHHOTO Ha yNaKoBKe CPOKa rofHOCTU

YnonHomo4yeHHas opraHu3auma (Mmnoptep) Ha
Tepputopuu Pecnybamnku

Benapyck: 040 "NMeup", 220090

r. MuHckK, Jloroickuii Tpakt, 20/214.

Ten/ dakc: +375 17 3931614

UATRO39 B. Braun Melsungen AG

34209 Melsungen
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