MediSpinev

Spinal /7 Needle

INSTRUCTIONS FOR USE

INTENDED USE:Spinal needle is used to
anesthesia.

PRODUCT SPECIFICATION:

S.NO GAUGE NEEDLE OD
and IDiO.Olmm

L 18G 1.26-0.96
2 196G 1.06-0.75
3 2006 0.90-0.60
4. 21G 0.81-0.51
5. 22G 0.70-0.40
6. 23G 0.66-0.40
7. 24G 0.58-0.33
8. 256G 0.55-0.30
9. 26G 0.46-0.30
10. 27G 0.41-0.25

MATERIAL USED IN SPINAL NEEDLE:

S.No Component
SSPIPE

STYLET

STYLET HUB

NEEDLE

NEEDLE HUB

NEEDLE HUB INSERT

PIPE TYPE NEEDLE COVER

N o o bk woN P

THE PROCEDURE FOR USING:

injection local anesthetics in order to provide regional

STYLET OD EFFECTIVE LENGTH COLOUR CODE
OF NEEDLE i0.4mm

0.90 mm=0.05mm 75/90/150 PINK
0.70 mm=0.05mm 75/90/150 CREAM
0.55 mm=0.05mm 75/90/150 YELLOW
0.45 mm=0.05mm 75/90/150 GREEN
0.35 mmiO.0lmm 75/90/150 BLACK
0.35 mmiO.0lmm 75/90/150 BLUE
0.25 mmiO.0lmm 75/90/150 DARK PINK
0.25 mmiO.0lmm 75/90/150 ORANGE
0.25 mmiO.0lmm 75/90/150 BROWN
0.20 mmiO.Olmm 75/90/150 LIGHT GREY
MATERIAL

STAINLESS STEEL
STAINLESS STEEL
ACRYLONITRILE BUTADIENE STYRENE (ABS) + MASTER BATCH
SS PIPE
POLYCARBONATE
POLYCARBONATE
POLYPROPYLENE

Choose the corresponding size of spinal needle.

Prepare patient for the procedure lying on one side or in sitting position.

Select the area for introduction of needle and work up the same with antiseptic solution.

Taking all aseptic Precautions, anaesthetize the puncture are with local anesthetic.

Advance the spinal needle through the dura-mater into the subarachnoid space. As you pass through
the dura-mater you will normally feel slight resistance followed by a “click" which indicates that you are in the

subarachnoid space.
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After the "click", slowly remove the stylet from the spinal needle and confirm the presence of CSF. If
there is no CSF reflux to indicate correct positioning in the subarachnoid space, rotate the spinal needle then
aspirate if necessary to check for CSF. If there is still no CSF, remove the spinal needle and carefully adjust the
position of the introducer needle, or repeat the puncture procedure at a new site.

When dural puncture is achieved (and confirmed by CSF reflux through the spinal needle): proceed to
CSF collection if performing I b ar puncture; when performing spinal anaesthe- sia, hold the needle firmly
when attaching the syringe «o avoid changing the needle position), then inject the anaesthetic.

Withdraw the spinal needle.

Apply sterile material on puncture area.

Dispose the needle and syringe according to the medical waste disposal rules.

WARNINGS:

In case of problem or resistance during insertion, it is advisable to remove the spinal and introduce
needles simulta-neously

Maintain strict aseptic conditions throughout the procedure

If there is parasthesia in the lower limbs or pelvis the device must be removed.

The product should be used according to the instructions for use.

GLOBAL MEDIKIT DISCLAIMS ANY RESPONSIBILITY FOR POSSIBLE CONSEQUENCES RESULTING FROM
IMPROPER USE.

The product should not be reprocessed.

Visually inspect and carefully check the product and packaging before use. Improper transport and
handling may cause structural and/or functional damage to device or packaging.

The product is guaranteed non-toxic, sterile & non-pyrogenic if the package has not been opened or
damaged.

Do not clean or resterilise. For single use only.

Discard after use in accordance with local / regional / international regulations

Store in cool & dry place. Do not expose to extremes temperature.

Transportation material carried by all modes of transport in compliance with the regime of

temperature from +5to +26C, at a relative humidity of 60 to 80%.

The product should be used immediately after opening the packaging.

Shelf life 5 years.

CONTRAINDICATIONS:
Lack of patient consent
Coagulation problems or anti-coagulation therapy
Anatomical deformities
Localised infection at the puncture site, or general infection(septicaemia)
Allergy to local anaesthetic
Intracranial hypertension

COMPLICATIONS:

The known complications are those associated with spinal anaesthesia technigues: hypotension, cardiac
arrest, respiratory arrest, haematoma or epidural abscess, backache, acute urine retention, headache,
problems with vision and hearing, nausea, vomiting etc... These are rare. However these devices must only be
used by qualified personnel, with the necessary means available to treat these complications if necessary.

CAUTION:
The use of a smaller diameter will cause less CSF leakage through human dura. It is accepted that this CSF
leakage is the contributing cause of the PDPH associated with spinal anesthesia.
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IMPORTANT:

Always introduce spinal needle with stylet.

Don't force the needle through resistance. If patient complains of pain or paresthesia during the
procedure, abandon the procedure and manage the patient for same accordingly.

HAZARDS OF MEDISPINE REU:

Transmission of infection from one patient to other patient
Blunting of the bevel causes difficulty in reintroducing the needle and causes more pain.

Reuse causes loosening of stylet at the hub and may cause tissue coring inside needle.

Reuse weakens the body of the needle and may cause accidental breakage of needle inside body.

WARRANTY:

GLOBAL MEDIKIT warrants its products free from defects in workmanship and material under proper handling
and use. This warranty voids if failure or defect is due to improper handling or storage or factors related to the
patient, his / her Diagnosis, Treatment, Surgical Procedures or any other matter beyond GLOBAL MEDIKIT
control, directly affecting GLOBAL MEDIKIT products and the results obtained from their use. Liability of
GLOBAL MEDIKIT limited upto replacement of the Product only. GLOBAL MEDIKIT disclaims any responsibility
for possible consequences resulting from improper use. If, despite this, still be found to be defective, please

contact our authorized representative.

ml Global Medikit Limited

Khasra N0.323 (MI) Camp Road.Selaqui,

Dehra dun, Uttarakhand, India.

EC REP :Obeliss.a. BoulevardOénéral Wahis53,1030Brussels, BELGIUM
Tel: H32)2 732-59-54 Fax: H32) 2 732-60-03 E-mail: mail@abelis.net

Authorized representative:

LLC "Registration and Certification Assistance Center"

7 Vellinga Street, office 10, Podolsk, Moscow Region, 142100, Russia

Customer Care : +7 495 724-10-67
Email: centre@med-reg.ru
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Medicingw
Spinal/7 Needle

NHCTPYKUMA NO NPUMEHEHUIO

MNPEAHASHAYEHVE: Mrna cnuHanbHaa UCnosb3yeTca 418 UHBEKUUN MECTHbIX aHecTe3npyroLwmnx cpencts
C LeNbio 06ecneyeHnss MecTHOW aHecTe3nu.

TEXHUYECKAA XAPAKTEPUCTUKA N3OENNA

Ne KAJTMBP HAPYXXHbIA N HAPY>XHbI PABOYAA ONNHA LIBETOBASA
n/n BHYTPEHHWI ANAMETP CTUNETA NMNbl £0,4 mm MAPKPOBKA
ANAMETP UMbl
+0,01mMm
1 18G 1,26-0,96 0,90 MM=0,05 Mm 75/90/150 PO30BbI/
2. 19G 1,06-0,75 0,70 Mm=0,05 Mm 75/90/150 KPEMOBBII/
3. 20G 0,90-0,60 0,55 MM=£0,05 Mm 75/90/150 YKENTbIA
4, 21G 0,81-0,51 0,45 Mm+0,05 Mm 75/90/150 3E/IEHBIN
5. 22G 0,70-0,40 0,35 Mm%0,01 Mm 75/90/150 UEPHbI
6. 23G 0,66-0,40 0,35 Mm=0,01 Mm 75/90/150 CUHI
7. 24G 0,58-0,33 0,25 Mm=£0,01 Mm 75/90/150 TEMHO-PO30BbI
8. 25G 0,55-0,30 0,25 MM£0,01 Mm 75/90/150 OPAH)KEBbI
9. 26G 0,46-0,30 0,25 MM£0,01 Mm 75/90/150 KOPUYHEBbIN
10. 27G 0,41-0,25 0,20 MM=£0,01 Mm 75/90/150 CBET/IO-CEPbII/

MATEPVA/IbI. MCMOJB3YEMBIE 419 3FOTOBMEHNA UMbl A1A CTIMHHOMOSITOBOW MYHKLIAN

Nen/n KoMnoHeHT MATEPUAN
1 TPYBKA 113 HEP)KABEIOLLIEV CTAN HEP>XABEIOLLAA CTAJb
2. CTUNET HEP>XABEIOLLAA CTAJTb
3 PA3BEM CTUJMETA AKPUNTOHUTPUNBYTAOAVEHCTNPON (ABC) £ MATOUHAA
CMECb
4, WA TPYBKA V3 HEPYKABEIOLLEE CTAJIN
5. PA3BEM UMbl MONMKAPBEOHAT
6. BTYJIKA PA3BEMA UMbl MONMKAPBEOHAT
7. TPYBUATbBIA KOMIMAUOK 151 UMbl nonnnPONANEH

Crnocob NMPNMEHEHIWSA:

BbibepuTe Urny ans CIMHHOMO3rOBOW MyHKLIMM COOTBETCTBYIOLLEro pasmepa

MoaroToBbTE MauMeHTa K Npoueaype, yN0XKMB ero Ha 60K, UK B MOIOXEHUU cUas

Bbi6epuTe yuacToK BBeAEHWs UMbl U 06paboTaiiTe ero aHTMCeNTUYECKUM PacTBOPOM.

Co6ntofas Bce acenTuyeckne Mepbl NPeaoCcTOPOXHOCTH, 06e360/bTe NPOKON MOCPEACTBOM MECTHOWA
aHecTesuu.

MepemMelaite wurny ans CNMHHOMO3FOBOWM MyHKUMM 4epe3 TBEPAYyld MO3roBYl0 060/IOUKY B
cybapaxHouganbHoe MpocTpaHcTBo. Mpy MNpoxofe Yepe3 TBEpAyH MO3rOBYHO 060/04KY, KakK MpaBuso,
YyBCTBYETCS He3HauyMTe/lbHOE COMPOTUB/IEHME, COMPOBOXAAKLIEECH «LEeNYKOM», ITO O3Ha4yaeT, 4To Bbl
HaxofuTecb B cyb6apaxHoMaanbHOM MPOCTPAHCTBE.

Mocne «wenuka», MeANeHHo yAanuTe cTuneT U3 Uribl Aas CIMHHOMO3IOBOI NyHKUMK 1 y6eantech B
HaMYMN CNUHHOMO3rOBOW >KUAKOCTU. ECAM OTTOK CMMHHOMOS3rOBOI >XWAKOCTU, CBUAETENbCTBYHOWMUA O
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npaBuUIbHOM pacnonoXeHUn B cybapaxHOMAaNlbHOM MPOCTPAHCTBE, OTCYTCTBYET, MOBEPHUTE Wray Ans
CMMHHOMO3rOBOW MyHKUMW W yjpanute, MpUM  HEO6XOAMMOCTU, CMNMHHOMOS3IOBYIO >KMAKOCTb. Ecnn
CMMHHOMO3rOBOM XXUAKOCTU MO-MPEeXHeMy HeT, yaanute uray Aasa CAMHHOMO3TOBOW NYHKUWUM W aKKypaTHO
oTperynupyite NOAOXeHNE MPOBOAHMKA UMbl UAN NOBTOPUTE Npoueaypy NYHKUUN Ha APYrOM y4yacTke.

Korga BbINOMHEH AypanbHblA NPOKOA (M NOATBEPXAEH OTTOKOM CMMHHOMO3rOBOM XWUAKOCTU Yepes
urny Ans CNMHHOMO3rOBOUM 7MHKUWMMW): B CAyyae BbINOMHEHUS MOMOapHON NyHKUUM npucTynaiTe K cbopy
CMUHHOMO3rOBOWM >XMAKOCTU MpW BbIMOIHEHUM CMWHANLHOM aHecTe3nMy Kpenko yAep>XuWBanTe Wray npu
npvkpenneHun wnpuua (4Tobbl n3bexxaTb U3IMEHEHUSA MOMOXEHUSA UTbl), 3aTeM NPUMEHUTE aHecTe3uto.

3BnekuTe nray gns CMMHHOMO3rOBOW MyHKUUK

Hanoxute cTepuibHY0 NOBA3KY Ha 061acTb NPOKona.

YTUAU3NpynTe Uray v Wnpuy, B COOTBETCTBMN CO cTaHAapTaMn yTUAN3aunum MmeguumMHCKUX OTXO40B.
MPEAYNPEXAEHNA:

B cnyyae BO3HWKHOBEHUS MNpPo6GAeM WM BO3HUKHOBEHMUA HarpshkeHWs BO Bpems BBefeHUus
pekoMeHAyeTcs yaanuTb Uray Ansa CnMHHOMO3IOBOW NYHKUUU U MPOBOAHWUK UI/bl O4HOBPEMEHHO.

Ctporo cob6ntogainTe acenTMyeckue ycnoBus Npv BbIMOJHEHUW NpoLeaypbl.

Mpy BO3HUKHOBEHWW MNAapPecTe3nn B HIDKHUX KOHEYHOCTAX WAM MNOYEYHbIX S0XaHKaxX YCTPOWCTBO
Heob6xo4MMO yaanuTh.

M3penvne cnepyet ncnosib3oBaTb B COOTBETCTBUM C PYKOBOACTBAMM MOJb30BaTeNS.

KOMMAHNA «NTOBANT  MEOWNKWUT» (GLOBAL MEDIKIT) HE HECET OTBETCTBEHHOCTU 3A
BO3MOXXHbIE MOCNEACTBUA B PE3YJIBTATE NCMNOJ/Ib3OBAHNA HE MO HASHAUEHUIO.

M3genne He noaneXxuTt NOBTOPHON 06paboTke.

OcmoTpuTe M TwaTteNbHO MPOBepbTe MPOAYKT M YNaKoBKY nepej MUCNofib3oBaHUeM. HenpaBuibHas
TpaHCNOPTMPOBKa ¥ 0bpalleHre MOXET MPUBECTU K CTPYKTYPHbIM WU/UNKN (DYHKUMOHAIbHBIM MOBPEXAEHNAM
YCTPOCTBA UM YNaKOBKN.

Ecnn ynakoBka He 6blna OTKpbITa WM MOBPEXAeHa, HETOKCUYHOCTb, CTEPUIBHOCTL U anuporeHHOCTb
npoaykTa rapaHTupyeTcs.

He noanexuT oO4YUCTKE WAXM MOBTOPHOWM CcTepuamMsauuun. VIcknwouutensHo Ans oAHOpPa3oBOro
NCMONb30BaHuA.

YTUnu3npoBaTtb nocne NpUMeHEHUs B COOTBETCTBUM C MECTHbIMU/PErnoHanbHbIMU/MeXayHapoaHbIMU
npasunamm

XpaHuTb B NpoOxfagHOM M cyxoM MecTe. He nogBepratb BO34eNCTBUIO IKCTPEMa/bHbIX TeMMeparyp.

TpaHCNOPTMPOBKA MaTtepuanoB OCYyLWeCTBASAETCA MOCPeACTBOM BCEX TPaHCNOPTHbIX CPeACTB B

COOTBETCTBUM C TEMNEPATYPHbLIM PEXUMOM OT +5 A0 + 26 C, npy OTHOCUTENbHOW BAAXKHOCTU OT 60

4o 80%.

MpoayKT Heo6Xxo04MMO MCNO/Mb30BaTh CPasy Noc/ne BCKPbITUA YNaKOBKMU.

Cpok rogHocTu: 5 ner.

MPOTMBOMOKA3AHNA K NIPUMEHEHUIO
Hecornacue nauyueHTa
HapylieHre cBepTbiBaHUS KPOBU UM aHTUKOArynsiHTHas Tepanus
AHaToMUueckue getopmaLiuu
JlokannsoBaHHasa MHMeKLMA B MecTe Npokona nan obuias uHhekuns (centuuemms)
Anneprvs Ha MecTHYIO aHecTesnio
BHyTpryepenHas runepreH3uns

OCNOXXHEHWNA:

M3BECTHbIE OCMOXHEHWUS, CBSA3AHHbIE C TEXHUKAMW CMUWHaNbHOW aHecTe3nn: rmnoTeHs3ns, OcTaHoBKa cepaua,
OCTaHOBKa fAbiXaHund, remartomMa win 3n|/|,u,ypaanb||7| a6CLI.eCC, 6011 B CNuHe, OCTpad 3afep>XKa Moun,
ronoBHasi 60nb, I'Ip06]'IeMbI CO 3peHMeM 1 C/yXOM, TOLIHOTA, pPBOTa U T.4. Takme OCNOXHEeHUA BCTpeyaroTcd
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peako. OfHAKO 3TU YCTPOICTBA AOMXKHbI WCMO/Mb30BaThCS TOMLKO KBaIU(PULMPOBAHHLIM MEPCOHaNoOM ¢
Heo6XOANMbIMY CPeACTBAMU A/1S1 NeUYeHUs TAKUX OCMIOXKHEHUI B crlyvyae UX BO3SHUKHOBEHMUS,

MEPbI NMPEAOCTOPOXXHOCTW:

VMcnonb3oBaHMe Wbl MeHbLUEro AvameTpa MNpPuUBEAET K MeHbLIeMY OTTOKY CMMHHOMO3rOBOW >KWAKOCTU
yepes TBeEpAYyH MO3rOBYyH 060/04Ky. CumMTaeTcsi, YTO OTTOK CMMHHOMOS3FOBOW >KMAKOCTM Cnoco6CTByeT
pasBUTUIO MOCTMYHKLUMNOHHOW ronoBHon 6onu (PDPH), cBA3aHHOWM CO CMMHANbLHOW aHecTe3nei.

BAXXHbIE NMPUMEYHAHUA:

Bcerga BBOAUTE UMY AN CNTMHHOMO3TOBOWM MYHKLMW CO CTUIETOM.

He BBOAUTE UMMy B C/lyyae BO3HUKHOBEHWUS COMPOTMBAEHUS. ECM nauueHT anyetcs Ha 60b uau
napectesnio B Xofe Npoueaypbl, OTKAXUTECb OT NPOBEAEHUS NPOLEeaypPbl M COOTBETCTBEHHO MOCOBETYITE TO
e camoe MaumneHTy.

OMNACHOCTb NMOBTOPHOIO NMPNMEHEHNA MEDISPINE

Mepefaya UHDEKLUN OT OAHOrO MauueHTa K ApyroMy nauueHTy.

MputynneHne cpesa Wbl Bbi3biBAeT TPYAHOCTU MPU MOBTOPHOM BBEAEHWUMW Wb, UTO NPUBOAMT K
MoOBbILEHNIO 601Ee3HEHHOCTU NPOLEeAYPbI.

MoBTOpHOE MUCMOMb30BaHWe MPUBOAUT K OCNaBNEHMIO CTMU/eTa Ha LWMPULE M MOXET NPUBECTU K
3aKyrnopke NpocBeTa UMbl TKaHbHO.

MoBTOpPHOE MCMONb30BaHWE OCNaGAseT TeNO UMbl U MOXET NPUBECTU K CyvyaiiHOW MOMOMKe Wbl
BHYTPY OpraHM3Ma YesioBeka.

FTAPAHTUA:

KOMMNAHWA «TTOBAT MEANKWT» rapaHTUpyeT, 4To ee NPOoAYKLNA He COAEPXUT AetheKTOB NPON3BOACTBA U
MaTepuanoB Npu Hagnexaw,em obpalieHnMn u Mcnonb3oBaHUW. [laHHas rapaHTus aHHynuMpyeTcs B ciydae,
ecnun cboin nnn gedekT BO3HUKAIOT B pe3y/bTaTte HeHad/exallero obpalieHns um XxpaHeHus unm Haktopos,
CBfI3aHHbIX C NauueHTOM, ero/ee AMarHO30M, NeYEHUEM, XUPYPTrUYecKUMu onepauusaMmv uUnv Kakum-nm6o
OPYTMM acnektom, He nognexawmm KoHTtponto «[JIOBA/T MEOAVNKWT», HenocpefcTBEHHO Kacarouwmmcs
npoaykuuun «rJTIOBANT MEAVKWUT» ©n pe3ynbLtaToB €e UCNonb30BaHUA. OTBETCTBEHHOCTbL KOMMNaHun «JIOBAJ
MEOVKNT» orpaHn4mBaeTtcs NnLb 3aMeHON npoaykra. KomnaHua «JTOBAJT MEOUMKNT» oOTka3biBaeTcs OT
Mo60li OTBETCTBEHHOCTM 3a BO3MOXHble MOCNEeACTBUS HEeNpaBW/IbHOIO MUCMO/Mb30BaHuA. Ecnn, HecmoTps Ha
3TO, BCe e 6yneT o6HapyXeH fedekT, obpalialitecb, MoOXanylhcra, K Hawemy YMOJTHOMOYEHHOMY
npeacTaBUTENHO.

[l Gobal Medikit Limited

Khasra N0.323 (MI) Camp Road.Selaqui,
Dehra dun, Uttarakhand, India.

EC REP :Obeliss.a. Boulevard General Wahis 53,1030 Brussels, BELGIUM
Tel: +<32)2732-59-54Fax; +H32)2 732-6003E-mail: mail@obelis.net

YNONHO/IO4EHHbIA NpeacTaBUTe b:

OO0 «LleHTp cofeiicTBuA perncTpaumm u cepTuhmrkaummy
Poccus, MockoBckas 061, T. IMogonbek, yn. BennuHra 7, og.tO
Ten. o6Ccny>knBaHUA KIMEHTOB: +7 495 724-10-67
AneKTpoHHas nouyta: centre@med-reg.ru
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Homep katanora Cpok rogHoCTH [arta npou3sojcTea

Homep naptun He nognexxut noBToOpHOMY Mpowussogutens
MCnosib30oBaHUIO

CTepnnu3oBaHO 3TU/IEHOKCUAOM He nognexwur nOBTOpHOI?'I CM. VIHCTPYKLUMWN MO NMPUMEHEHUIO
crepunnsaynin

Ecnu ynakoBka nospexaeHa, YNONHOMOUYEHHbI’ npeacraBuTesb

MCcnoJsib3oBaHMe 3anpeuLeHo B EBpOHeﬁCKOM COO6LLI,eCTBe

(nognucaHo)

AHyn Kymap MamreinH (ANUP KUMAR MAMGAIN)
(PykoBoguTenb oTaena obecneyeHns Kavyectsa, NpeacraBuTe/lb COBeTa ANPEKTOPOB)

Meyvatb: «Fno6an Meankut NiTa.» Oenn-7

MepeBOfs C aHTNMNIACKOTO A3blKa Ha PYCCKUI A3bIK BbiNONHUAA [MeHKUHa A
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Mopoa Mocksa.
[JBaguaTb LeBATOr0 WMIOHA [Be ThiCAYM WeCTHAALATOro roga

A, EnvH Cepreii Muxainosud, HoTapuyc ropoga MocKBbl, CBUAETENLCTBYHO
NOA/IMHHOCTb NOAMWUCK, CAeNaHHON NepeBOAYMKOM [MeHKNHOM CHeXaHoM
OnerosHoit B MoéM fAHcyrcTBHH. JZIN4YHOCTb ero ycTaHoB/1eHa.

3aperncTtpmpoBaHo B peecTpe: 'Sm-12/S.
B3bIiCKaHO Mo Tapudy:
B TOM uucne 3aTex-~ n;~m\*pa6oTy :200 pybnei

N

tfio;

Bcero npoHymepoBaHo, NpoLIHYPOBaHO,
n ckpenneneyartnbl!
a n/g

HoTapuyc
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lenon Voexea
ABETBTL Mioa aksbMLUKAMALL[TTINY!
Sl Enun Cepreii Muxbiinositu,  Hotapuyc ropoga MOCKBbl,
CenpeTenbCTBYH0 BEPHOCTb 3TOM KOMKM C NOP/IMHUMKOM A0KYMeHTa. B nocneaHem

MOAYMCTOK, TPKMCOK, 3a4ePKHYTbIK C/IOB W WHbIX HEOTOBOPEHHbIX MCAPBBeNMiA
WM Kakux-nn6o ocobeHHocTell HeT, MHol, nuuy, obpaTuBliemycs 3a
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