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English

CorVocetZ

DESCRIPTION OF THE PRODUCT

The Merit Corvocet™ Biopsy System is a sterile single patient use device comprised of a core needle biopsy device and optional
coaxial introducer. Itis available in several needle gauge sizes and lengths. The top and rear actuator buttons on the device are
color coded according to the various gauge sizes, Yellow=20 gauge, Pink=18 gauge, Purple=16 gauge and Green=14 gauge.

INDICATIONS FOR USE
The disposable Corvocet Biopsy System is intended for use in obtaining core biopsy samples from soft tissues such as
liver, kidney, prostate, spleen, breast, lung, lymph nodes and various soft tissue tumors. It is not intended for use in bone.

CONTRAINDICATIONS
Physician judgment is required when considering biopsy on patients with bleeding disorders, or receiving anticoagulant
medications.

R Only Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a physcian trained and/or experienced
in the use of this device.

WARNINGS

«  After use, this product may be a potential biohazard. Handle and dispose of in accordance with acceptable medical
practice and with applicable local, state, and federal laws and regulations.

«  Unusual force applied to the needle or unusual resistance against the needle may cause the needle to deform or bend.
A bent or deformed needle may not function properly.

« Post-biopsy care may vary with the biopsy technique utilized and the individual patient’s physiological condition.
Observation of vital signs and other precautions should be taken to avoid and/or treat potential complications that
may be associated with biopsy procedures.

« The collection of multiple needle cores may help to ensure the detection of any cancer tissue. A“negative” biopsy in the
presence of suspicious radiographic findings does not preclude the presence of carcinoma.

«  The Corvocet Biopsy System is not intended for use in bone.

PRECAUTIONS

«  This product should be used by a physician who is completely familiar with the indications, contraindications, limitations,
typical findings and possible side effects of core needle biopsy, in particular, those relating to the specific physiology
being biopsied.

«  Forsingle patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or resterilization may compromise
the structural integrity of the device and/or lead to device failure which, in turn, may result in patient injury, illness or
death. Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/or cause patient
infection or cross-infection, including, but not limited to, the transmission of infectious disease(s) from one patient to
another. Contamination of the device may lead to injury, illness or death of the patient.

« Inspect the product for damage. If damaged, appropriately discard the entire device and prepare a new instrument.

«  These instructions for Corvocet are NOT meant to define or suggest any medical or surgical technique. The individual
physician is responsible for the proper procedure and techniques to be used with this product.

«  Never test the product by firing into the air. Damage may occur to the device and could result in patient and/or user
injury.

« Theintroduction of the needle into the body should be carried out under imaging control (ultrasound, X-Ray, CT). This
product has not been tested for MR imaging compatibility.

NOTE: If collecting multiple samples, inspect the needle for a damaged point, bent shaft or other imperfections after each

sample is collected. Do not use the needle if any imperfection is noted.

POTENTIAL COMPLICATIONS
Potential complications associated with core biopsy procedures are site specific and include, but are not limited to:

«  Air Embolism «  Perforation +  Hemoptysis

« Bleeding « Hematoma + Hemothorax

« Unintended Organ Injury « Hemorrhage « Non-target tissue, organ or vessel perforation
«  Track Seeding « Adjacenttissueinjury « Pneumothorax

« Infection «  Pain

Air embolism is a rare but serious potential complication of lung biopsy procedures. Rapid deterioration of neurological
status and/or cardiac arrhythmia may be indicative of air embolism. Prompt diagnosis and treatment must be considered if
the patient exhibits signs or symptoms of air embolism.

INSTRUCTIONS FOR USE
BIOPSY DEVICE PREPARATION

1. Using aseptic technique remove the biopsy device from its package. Remove protective needle sheath that is secured
to device and pull back slightly on the top trigger to remove packaging clip.

2. Adjust device throw length to desired level (usable range is 10 mm - 25 mm). Each “click”is 0.5 mm.The colored line on
the adjustment dial indicates the penetration depth.

3. Energize (prime) device by pulling back on the top or rear trigger until you feel a click. When the device is primed, a
yellow indicator will show in the indicator window (labeled “ready”).

4. Advance the rear or top trigger until you feel a slight increase in resistance.
NOTE: Advancing the trigger past this point of increased resistance will cause the device to fire.

5. Device is ready to fire (primed).

BIOPSY PROCEDURE (WITHOUT OPTIONAL COAXIAL INTRODUCER)

1. Using aseptic technique, prepare site as required. Adequate anesthesia should be considered prior to procedure.

2. Verify instrument is ready to fire (primed).

3. Advance the needle tip of the biopsy device to a position proximal to the desired biopsy site.

NOTE: Once fired, the biopsy needle will travel to the preset penetration depth beyond the biopsy needle tip.

4. While maintaining the device's position and needle orientation, depress the rear trigger or push the top trigger distally
to cause the needle to automatically advance.
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NOTE: For devices that include a safety, it must be disengaged before
the device will fire. The safety will toggle to red when ready to fire.
5. Remove the device from the patient.

6. Pull proximal on the top or rear trigger until you feel a click. See Figure below. This motion expels the specimen.
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NOTE: This will prime the biopsy device.

7. Remove the specimen.

8. If additional biopsies are required, advance the rear or top trigger until you feel a slight increase in resistance.

NOTE: Advancing the triggers past this point of increased resistance will cause the device to fire.

9. Device is ready to fire (primed). Repeat steps 2-8 for all additional biopsies.

NOTE: If collecting multiple samples, inspect the needle for damaged point, bent shaft or other imperfections after each
sample is collected. Do not use needle if any imperfection is noted.

10. After your last sample is collected it is recommended that you disengage the device by dry firing it before you discard it.

BIOPSY PROCEDURE (WITH OPTIONAL CORVOCET COAXIAL INTRODUCER)

Select the appropriate Corvocet Coaxial Introducer to correspond with the gauge and length of the Corvocet Biopsy System

in use. Refer to catalog for product numbers and descriptions.

NOTE: An optional blunt tip stylet may be included with 18 and 20 gauge Corvocet Biopsy Systems. The blunt tip stylet may

be used to manipulate through soft tissue and around vasculature or other organs to minimize the risk of unintentional

damage to these areas.

1. Using aseptic technique, prepare site as required. Adequate anesthesia should be considered prior to procedure.

2. Using aseptic technique, remove the Corvocet Coaxial Introducer from its package.

3. If preferred, advance the supplied depth stop to the predetermined placement depth.

NOTE: The depth stop should be adjusted so that the coaxial introducer is in proper position when the depth stop is in

contact with the skin. This will help stabilize the Corvocet Coaxial Introducer.

4. Using image guidance, insert the tip of the Corvocet Coaxial Introducer proximal to the lesion to be biopsied using the
depth stop as an aid for proper placement and adjust as necessary.

5. Hold the guiding cannula needle hub. Squeeze the stylet hub and pull proximally to remove the stylet from the outer
cannula. Leave the cannula in place as a guide for the placement of the Corvocet biopsy device.

6. Verify instrument is ready to fire (primed).

7. Place the Corvocet biopsy device all the way through the guiding cannula to the lesion to be biopsied.
NOTE: There should not be a gap between the hub of the Corvocet Coaxial Introducer

and the proximal end of the biopsy device.

8. Ensure device needle tip is at the correct location.

NOTE: Once fired the biopsy needle will travel to the preset penetration depth beyond

the biopsy needle tip.

9. While maintaining the device's position and needle orientation, depress the rear trigger or push the top trigger distally
to cause the needle to automatically advance.

NOTE: For devices that include a safety it must be disengaged before the device will fire.

10. Remove the device from the patient.

11. Pull proximal on the top or rear trigger until you feel a click. This motion expels the sample.

NOTE: This will prime the biopsy device.

12. Remove the specimen.

13. If additional biopsies are required, advance the rear or top trigger until you feel a slight increase in resistance.

NOTE: Advancing the triggers past this point of increased resistance will cause the device to fire.

14. Device is ready to fire (primed). Repeat steps 6-12 for all additional biopsies.

NOTE: If collecting multiple samples, inspect the needle for damaged point, bent shaft or other imperfections after each

sample is collected. Do not use needle if any imperfection is noted.

15. After your last sample is collected it is recommended that you disengage the device by dry firing it before you discard it.

Recommendation: When collecting multiple samples, wipe the core tissue biopsy needle with sterile moist gauze prior to
reinsertion into the guiding cannula. This will aid in proper movement of the Corvocet biopsy needle within the cannula.

Caution: Consult
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Corvo Ce té/m CUCTEMA ana smoncuin

OMUCAHUE N3QENNA

Cuctema ansa 6uoncum Merit Corvocet™ — 370 CTepunbHasa ofHOPa3oBas CUCTEMA, COCTOALAA U3 YCTPONCTBA ANA
TONCTOWUTONbHOW (I'IyHKL[VIOHHOVI] 6uoncun n AONOJTHUTENBHOrO KOAKCManbHOro NHTpoabiocepa. yCTpOIhCTBO AOCTYNHO
ANA NN pa3sHbIX Ka}'ll/lﬁpOB W ONNHBIL. I'Iepeanm W 3a4HAA KHONKN CNyCKa Ha yCTpOIﬁCTBe VMEIOT LIBETOBYIO KOANPOBKY,
0603HaualoLLyto Kanunbp Urnbl: XenTbii = 20 Kannbp, po30Bblii = 18 Kannbp, proneTosbIit = 16 Kannbp v 3eneHbin = 14 Kanubp.

NOKA3AHUA K MPUMEHEHUIO

OpHopasosas cuctema Ansa 6uoncum Corvocet NpeHasHaueHa AnA NoyYeHNA 6UONTaTOB MATKMX TKaHeiA, TaKIX Kak neyeHb,
NOYKY, NpefAcTaTeNnbHan Xenesa, ceneseHka, MoNoYHasn Xenesa, Nerkne, NMMdaTnyeckune y3nbl 1 pasnnyHble MArKoTKaHHble
onyxonu. YCTPONCTBO He NpefjHa3HaueHo AnA G1ONCN KOCTHO TKaHu.

NPOTUBOMNOKA3AHUA
PelueHue 0 Lienecoo6pasHOCTM BbINOHEHNA BGIONCUM Y NALMEHTOB, CTPAAAIOLLVX HAPYLLEHVAMI CBEPTbIBAHNA KPOBM N
NPUHAMAIOLLNX aHTUKOArYNAHTbI, NPUHUMAETCA BPA4YOM.

Tonbko no peuenty Buumanue! CornacHo dpepepansbHoMy 3akoHopatensctay (CLUA) 3T0 yCTPOACTBO MOXeT NpOAaBaThes
TONMbKO Bpayam, BaAeioLm TEXHUKO NPOBEAEHNA GUONCUM U/MAN COOTBETCTBYIOWMMM HaBbIKaMU PaboTbl C AaHHBIM
YCTPOWCTBOM, UAIN MO UX 3aKasy.

NPEAYNPEXAEHUA

«  [locne ncnonb3oBaHWA AaHHOE U3LENE MOXET NPEACTABNATb NOTEHLMAbHYIO0 G10N0MYECKyI0 ONacHOCTb. IKCnNyaTauma
yCTpOVICTBa 1 ero ytunumsauma JOMKHbI OCYLLeCTBAATLCA B COOTBETCTBUM C 06LL[EI'IpVIHﬂTbIMVI HOpmMamun MeF[MLlVIHCKOIh
NPaKTUKN 1 NPUMEHUMbBIMN MECTHBIMW, NPUHATBIMU Ha YPOBHE WTaTa 1 ¢eqepaanblMM 3aKOHamu 1 npasunamun.

. l‘|pE3MepHOE ycunue, npunaraemoe K urne, nin HeobbluHoe conpoTuBneHne urne MoryT NnpuBecTu K ee qed)opmaumm
unu crnbanuio. B cnyyae usrnba nnu sedopmaLinm Haanexallee GpyHKLMOHNPOBaHWE UMbl He MOXeT BbiTh 0becneyeHo.

« KoHTponb 3a NaLMeHTOM Noc/e 61ONCHM 3aBUCHT OT NCMONb30BAHHOM TEXHNKM G1ONCUM 1 GHU3MONOTMYECKOTO COCTOAHIA
KaX[oro KOHKpeTHoro nauuexTa. Cneayet KOHTPONNPOBaTb OCHOBHbIE XWU3HEHHbIE MOKa3aTenu 1 NPUHATL APYrne Mepbl
NPefoCTOPOXHOCTY, YTOGbI NPefyNpPeAnTD /NN YCTPaHUTDL NOTEHL ocno; , C c npoueaypo
6uoncun.

«  B3ATne HecKonbKnx 06pasLOB NYHKLUMOHHbIX GUONTATOB MOXET CMOCO6CTBOBATL OGHAPYXEHMIO TKaHK N060ro
3/10KaYeCTBEHHOTO HOBOOGPa30BaHNA. «HeraTiBHbIe» pesynbTaTbl GUONCUM NPY HaNMUYMK BbI3bIBAIOLWX NOAO3PEHIe
peHTreHorpaduuecKix HaxoAoK He UCKIIoUAIoT HanNuNA KapLHOMbI.

«  Cuctema ans 6uoncun Corvocet He npeHasHaueHa Ana 61MONCUN KOCTHOW TKaHW.

MEPBI MPEAOCTOPOXHOCTU

«  Bpau moxeT ncnonb3osatb JaHHOE U3/ieNMe TONbKO B TOM Cy4ae, €C/N OH B NOMTHON Mepe 3HaKOM C MoKasaHNAMY,
npoTNBOMOKa , orp , TN pesynbTaTamut 1 BO3MOXHbIMU NO6OUHBIMU SddeKTamu
MYHKLMOHHOW 61ONCHN, B YaCTHOCTY OTHOCALMMUCA K OpraHy, 61oncuio KOTOPOro NNaHNPYETCA NPOBECTU.

«  Vcnonb3oBaTb TONLKO ANA OFHOIO NalueHTa. He ncnonb3osath NOBTOPHO, He MOABEpPraTh NOBTOPHON 06paboTke
1NV NOBTOPHOI cTepunmnsaLni. NMoBTOpHOe NCMoNb3oBaHNe, NOBTOPHaA 06paboTka Ny NOBTOPHaA CTepunmnsaLna
MOTYT NPUBECTU K HAPYLIEHWIO CTPYKTYPHO LIeNOCTHOCTN YCTPONCTBA /UK €ro HeUCNpPaBHOCTY, KOTOpbIe, B
CBOIO OYepe/ib, MOTYT CTaTb NPUYMHON TpaBM, 3aboneBaHUin UNK CMepPTK NauueHTa. MIOBTOpHOE 1Cnonb3oBaHue,
noBTOpHaA 06paboTKa UNn NOBTOPHasA CTEPUNM3aLNA YCTPOWCTBA TaKKe MOTYT CO3/1aTb PUCK €ro 3arpA3HeHuA n/unm
NPUBECTV K UHGNLIMPOBAHMIO UM NEPEKPECTHOMY MHGULIMPOBAHWIO NaLMEHTa, BKAOUas, MOMUMO NPOYEro, nepeaayy
VHeKUNOHHOro 3ab6oneBaHuA (Mnn 3a6onesaHNii) OT OAHOIO NaLMeHTa K APYromy. 3arpasHeHne yCTponcTBa MOXeT
NpUBECTY K TpaBMaM, 3a60/1eBaHNAM NN CMePTY NaLneHTa.

« [poBepbTe n3aenvie Ha NPeaMET NOBPEXAEHNI. ECIn n3genve noBpexaeHo, yTunmnsmnpyiTe ero Hagnexatyyum obpasom
1 NOArOTOBbTE HOBbIV MHCTPYMEHT.

« [laHHoe pyKoBOACTBO K cucTeme Corvocet HE conepxunT yKkasaHuit Unu peKoMeHAaUmin KacaTeNbHO Kakoli-nn6o
MEAVNLMHCKON NN XUPYPrUYecKoii METOANKM. Bpay HeceT IMUYHYI0 OTBETCTBEHHOCTb 3a HafNeXxallee NpoBeAeHe
npouesypbl 1 BbIGOP TeXHNKI 61ONCAK, BLINONHAGMOI C NOMOLLbIO JAHHOTO U3AeNUA.

« Hukorga He TecTupyiiTe yCTPOWCTBO NOCPEACTBOM BbICTPENA B BO3AYX. ITO MOXET NPUBECTU K €ro NOBPeXAeHNIo N
TPaBMUPOBAHWIO NaLWeHTa u/unn nonb3oBaTens.

« BBepeHue urnbl B Teno cneayet BbIMONHATL NOA KOHTPONEM BU3yanu3saunu (ynbTpasByKoBOe UCCiefjOBaHNe,
peHTreHorpadus, KomnbioTepHas Tomorpaus). 3To U3fenve He NPOBEPANOCH Ha COBMECTUMOCTb C cucTemamn MPT.

MPUMEYAHMUE. Mpu 3a60pe HeCKONbKIX 06pa3LoB MPOBEPAITE UMY Ha NPEAMET NOBPEXAEHNA KOHUMKA, CrubaHne unn

apyrve fedekTbl nocne 3abopa Kaxaoro obpasua. Mpu Hanuuum aedekTa He UCronb3yiiTe Urny.

BO3MOXHbIE OCJIOXKHEHNA
Bo3MOXHble 0CNOXHEHsA, CBA3aHHbIE C NPOLeAy POl MYHKUMOHHOI 610NCMY, 3aBUCAT OT yyacTka npoBeaeHua 6uoncum,
1 B YMCIIE NPOYMX BKIIOYAIOT:

Bo3aywHas sm6onua + Tepdopauus +  KpoBoxapkaHbe
«  KposoteueHve - lematoma «  lemotopakc
«  HeymbilwneHHoe noBpexpaeHne opraHa «  Kposousnuaxve +  Mepdopauus HeLienesoi
«  O6cemeHeHue NO Xofy Wbl +  TpaBMUpPOBaHME OKPYKaIOLNX TKaHel TKaHW, OpraHa unm cocyaa
«  WHouumposanve - bonb « [lHeBMOTOpaKc

Bo3pylwHaa sM60n1A ABNAETCA PefjKUM, HO CePbe3HbIM NOTEHLMabHBIM OCNIOXHEHeM npoLieaypbl bruoncum nerkoro. Ha
BO3/YyLUHYI0 SM6ONNIO MOXeT YKa3blBaTb ObICTPOE YXy/AlLEHNe HEBPONOrMYECKOro CTaTyca U/uni cepaeyHan aputmus. Ecnn
y MauueHTa HabniojaloTCA NPU3HAKM UM CUMNTOMbI BO3AYLLIHOM SM60NNN, CeflyeT NPOBECTI HEOTNIOXHYIO AArHOCTUKY
V neyeHve.

PYKOBOACTBO MO SKCMIYATAL U

NnoAroToBKA YCTPOMUCTBA ANA BUONCUU
1. [locTtaHbTe yCTPONCTBO ANA 61UONCUM 13 YNakoBKK, cobnioaan acenTuieckune ycnosua. CHUMUTE 3aLUUTHbIA GyTRAP UMb,
NPUKPENNEHHBIN K YCTPOICTBY, 11 CNIETKa OTTAHWTE Ha3aj NepeHIol KHOMKY CMycKa, YTo6bl yanUTb 3aX1M YNakoBKM.

2. BbibepuTe gty Bbibpoca (pabounii AranasoH 10-25 mm). Mpu KaXKAOM LeNYKe 3HaueHne yBenuumnsaeTca Ha 0,5 Mm.
LiBeTHaA NMHKA Ha PEryNMPOBOYHON LUKasne NOKa3biBAEeT MyOUHY NPOHNKHOBEHUS.

3. 3ap$iFlVITe yCTpOVICTBO (aKTI/IBI/lpyVITe BBBO‘:[HbIIh MeXaHM3M), OTTAHYB Ha3aj NepeaHIo AN 3afHI0 KHOMKY cnycka
0 GpuKcaumu. Ecnm ycTpoiicTBO 3apsAxeHo, B UHAMKATOPHOM OKHe (C Haanucblo «ready» (rOTOBO)) MOABUTCA XeNTbli
VHAMKaTOP.

4. Tepemelyaiite Briepes 3afHIO UMM NEPEHIO KHOMKY CMyCcKa, NOKa He MouyBCTBYyeTe yBeNNUeHe CONPOTUBNEHNSA.
MPUMEYAHUE. Ecnv npogonkutb nepemeleHmne KHOMKY Cycka Nocne NPOXoXAeHUA TOUKW yBENUUEHWA CONPOTUBNEHNA,
YCTPONCTBO cpaboTaeT.

]

5. YCTPOWCTBO roTOBO K BbICTPENY (3apAXKeHo).

NPOLIEAYPA BUOMCUV (BE3 UCMO/Ib3OBAHUA AOMONHUTENIbHOTO KOAKCUANIHOTO MHTPOABIOCEPA)
1. Cobntoaas acenTuyeckue ycnosus, NOAroTOBbTE yYacTOK COOTBETCTBYOWMM 0bpa3om. [lo Hauana npoueaypbl cnegyet
BbINONMHUTb afleKBATHYIO aHeCTe3nio.
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2. Y6epuTech, UTO UHCTPYMEHT rOTOB K BbICTPENY (3apsXKeH).

3. BBepuTe KOHUMK UMbl YCTPOWCTBA ANA GUONCIN MPOKCUMANbHO K BbibpaHHOMY MecTy 3a6opa obpasLia.

MPUMEYAHUE. Mocne BbicTpena nrna Ans 61oncum BoAET B TENO NaLyeHTa Ha NpeBapuTENbHO YCTAHOBEHHYIO IY6UHY

6€3 yyeTa ANVHbI KOHYMKA UMbl

4. CoxpaHas NONOXeHve YCTPOCTBA 1 OPUEHTALIMIO WIAbl, OTMYCTUTE 3a/iHI0I0 KHOMKY CMyCKa U HaxmMuTe nepefiHion
KHOMKY CMyCKa B AUCTa/IbHOM HanpaBfeHni, YTobbl akTUBNPOBaTb aBTOMATUYECKOE MPOABUXEHME UMbl BRepes,.

MPUMEYAHMUE. Ecnn ycTpoicTBO MMEET NpeAoXpaHuTeNb, Nepes BbICTPENOM ero He06X0ANMO

[AleakTMBMpOBaThb. IHANKaTOp NpefoXpaHNTeNs CTaHOBUTCA KPaCHbIM, KOrAa YCTPOMCTBO FOTOBO K BbICTENy.

5. W3Bnekute nray 13 Tena naumeHTa.

6. [epemelualiTe nepeaHHolo MW 3aAHI0I0 KHOMKY CMyCKa B NPOKCUManbHOM HanpasneHun fo ¢pukcaumm. Cm. pucyHok

Hxe. 3TO NO3BOAUT AocTatb oﬁpaseu TKaHW.
—_> I\ —_—
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MPUMEYAHMUE. Mpw 3TOM YCTPOICTBO ANA BONCUM 3apAKaeTcs.

7. W3BnekuTe obpaseL.

8. Ecnu Heobxoanmo nonyuuThb elle oavH obpasel, NepemelyaiTe Briepes 3a/iHI0I0 UMK NepeHIo KHOMKY CMycka, noka
He OLLyTUTE HEKOTOPOE YBENYEHUE CONPOTUBNIEHNA.

MPUMEYAHMUE. Ecnv npoponkaTb nepemelLeHe KHOMOK CrycKa Nocsie NPOXOXAEHNA TOUKMN YBENNYEHNA CONPOTUBEHNA,

YCTPOWNCTBO cpaboTaer.

9. YCTpOIACTBO rOTOBO K BbICTPENY (3apsxeHo). [AnA 3a60pa AONONHNTENbHBIX 06Pa3L0B NoBTOpUTE Laru 2-8.

MPUMEYAHMUE. Mpu 3a6ope HeCKoNbKX 06pa3LoB NPOBEPANTE Uy Ha NMPEeAMET NOBPEXAEHNA KOHUMKa, CriubaHue unn

apyrve fedekTbl nocne 3a6opa Kaxporo obpasua. Mpu Hannuum aedekTa He NCronb3yiiTe Urny.

10. Mocne 3abopa nocnepHero o6pasua, Npexze Yem BbIGPOCUTL YCTPOIICTBO, PEKOMEHAYETCA COBEPLIUTL XONOCTOM
BbICTPEN, 4T06bI Pa3pAANTb ero.

NPOLIEAYPA BUOMNCUU (CUCMOJIb3OBAHMEM JIONOJIHUTESIbHOTO KOAKCUAJIbHOIO UHTPO/bIOCEPA)
BbibepuTe NOAXOAALMIA KOAKCMaNbHbIN MHTpoablocep Corvocet, COOTBETCTBYIOWNIA MO KanOPy 1 ANVHE UCMOMb3yeMoil
cucTeme ana 6roncum Corvocet. Homepa v onmncaHna U3Aennini MOXHO HaliTi B KaTanore.

MPUMEYAHMUE. [JononHNTENbHbIN TYNOKOHEYHbIN CTUNET MOXET BXOAWUTb B KOMMNEKT NocTaBKu cuctem Corvocet ana urn

18120 Kanm6p05. TyI'IOKOHe‘-IHbIIh CTUNET MOXKHO NCNOb30BaThb ANA MaHl/II'IyJ'IﬂL[I/IIZ BHYTPW MATKNX TKaHel 1 Bo3ne cocynos

nméo ApYyrnx opraHoB AnA MUHUMU3aL MU PUCKa HEYMbILLTIEHHOTO NOBPEXAEHNA STUX YHaCTKOB.
1. Cobniopas acenTuyeckue ycnoBus, NOArOTOBbLTE Y4aCTOK COOTBETCTBYloWM 06pa3om. [lo Hauana npoveaypbl cnefyet
BbIMOMHUTb aJleKBaTHYI0 aHecTe3uio.

2. [locTaHbTe KoaKkcuanbHblil MHTpoablocep Corvocet 13 ynakoBKM, cOBtofan acenTuyeckne ycnosus.

3. Tlo XenaHu MOXHO YCTaHOBUTb BXO,qﬂLL[MI;I B KOMMNEKT orpaHnyunTesnb I'J'Iy6I/IHbI B NONOXeHune BblﬁpaHHOVI 3apaHee
I'J'Iy6I/IHbI BBeAeHuA.

MPUMEYAHME. OrpaHunumtens ry6uHbl CeayeT oTperynnpoBatb Takim 06pasom, YTo6bl KoaKCKanbHbIi MHTPOAblocep

HaxoAWNCA B NPaBUIbHOM NOJIOKEHWV NPY KOHTaKTe OrpaHUuNTENs C KOXeil. 3T0 NOMOXeT CTabunn3npoBaTh KoakcanbHbIi

nHTpoablocep Corvocet.

4. Top KOHTPONEM BU3yanusaLym BBeUTe KOHUMK KoakcnanbHoOro nHTpogbtocepa Corvocet NpoKCMManbHO OTHOCUTENbHO
Bbl6paHHOI’0 ana 6uoncun ouara, Ucnonb3ya orpaHnynNTENb I']1y6I/IHbI Kak npmcnoco6neH|/|e ANnA NpasBuibHOro
no3nyMNOHNPOBaHNA, N Npn HeO6XOF|I/IMOCTVI OTKOppeKTI/IpyVITE nonoxeHwue.

. YAepwBaiite BTY/IKY HanpasnAioLeil KaHionn. CoxmuTe BTYIKY CTU/ETa U OTTAHWUTE ero NPOKCUMANbHO, YTO6bl M3BNeUb
13 KaHionu. He n3Bnekaiite KaHionio, 4Tobbl obecneumnTb NpasubHbIN BBOA ycTporicTa Ana 6uoncum Corvocet.

w

o

Y6ep[uTech, 4TO UHCTPYMEHT rOTOB K BbICTPENY (3apsxeH).

BBoawuTe ycTpoitcTBo ana 6uoncun Corvocet yepes HaNpaBAAIOLWYIO KaHIONIO K o4ary, U3 KOTOPOro Heo6XoAMMo
BbIMNONHNTL 3a60p MaTepuana.

MPUMEYAHMUE. Mexay KaHioneil KoakcuanbHOro nHTpopblocepa Corvocet u NPoKCcUManbHbIM KOHLIOM YCTPOIACTBa ANs
6roncum He JONKHO OCTaBaTbCA 3a30pa.

~

8. Y6enutech B NpaBUIbHOM MONOXEHWUI KOHUMKa Wbl YCTPOIICTBA.

MPUMEYAHMUE. Mocne BbicTpena urna Ana 6UoNcumn BOMAET Ha NPeABapPUTENbHO YCTaHOBNEHHYIO FY6OUHY NPOHUKHOBEHUA

6e3 yyeTa ANVHbI KOHYMKa UMbl ANA Gruoncum.

9. CoxpaHas NONOXeHNe YCTPONCTBA 1 OPUEHTALMIO WIbl, OTMYCTUTE 3a[iHIOI0 KHOMKY CMyCKa U HaXKMUTE nepeHIon
KHOMKY CMycKa B AUCTaJIbHOM HanpaBneHni, YTo6bl akTUBNPOBATb aBTOMATUUECKOE MPOABYKEHME UMbl BNEPes,.

MPUMEYAHUE. Ecnv ycTPOICTBO MMEET NpefoXpaHnTeNb, Nepes BbICTPENOM YCTPONCTBa €70 HEOBXOANMO AeaKT1BMPOBaTD.

10. W3BnekuTe urny 3 Tena naumeHTa.

11. MepemeluaiiTe NePEAHIOI0 UM 3aAHIOK KHOMKY CMyCKa B MPOKCUMANbHOM HanpasneHun 4o dukcaymuu. 3To no3sonut
[pocTaTb o6paseL TKaHu.

MPUMEYAHMUE. Mpw 3TOM YCTPOIICTBO ANs 6UONCUM 3apsKaeTcs.

12. U3BnekuTe obpasew.

13. Ecnm HeobxoaMMO nonyunTb elie ouH obpaseL, NepemellaiTe Biepe/ 3afHIO UM NePe/HIO KHOMKY Crycka, Noka
He OlLyTUTE HEKOTOPOE yBENYEHMNE CONPOTUBNIEHNA.

MPUMEYAHUE. Ecnu npoponaTb NepemeLLeHe KHOMOK CrycKa Noc/e NPOXOXAEHNA TOUKW YBENUUEHNA CONPOTUBNIEHNA,

YCTPOMCTBO cpaboTaeT.

14. YCTPOIICTBO rOTOBO K BbICTPENy (3apsaxeHo). [inA 3a6opa AoNONHNTENbHBIX 06pa3LioB NOBTOpHUTE Wwarw 6-12.

MPUMEYAHMUE. Mpu 3a60pe HeCKONbKIX 06pa3LioB NPOBEPAITE UINY Ha NPEAMET MOBPEXAEHNA KOHUMKA, CrubaHne unn

apyrve fedekTbl nocne 3abopa Kaxaoro obpasua. Mpu Hanuuum fedekTa He Ucnonb3yiite Urny.

15. Mocne 3abopa nocnegHero obpasua, Npexpae Yem BbIGPOCUTL YCTPONCTBO, PEKOMEHAYETCA COBEPLUNTL XONOCTON
BbICTPE, 4TO6bI paspAANTb ero.

PekomeHpauua. Mpu 3a6ope HeckonbKx 06pa3LOB NPOTPUTE UIMY ANA NYHKLIMOHHOI B1ONCIUK CTepUIbHON MapneBoit
candeTkom, Npexpe Yem CHOBa BBECTW B HANPaBAIOLLYIO KaHIoN. 3TO Cnoco6CTByeT HOPManbHOMY MPOABVKEHNIO UMbl
Ana 6uoncumn Corvocet BHYTPU KaHI0NN.

BHumaHve! O3HakombTech
C CONPOBOANTENbHON
[OKyMeHTaLen

Homep naptun
TonbKo ana 0oaHOPa3oBoOro
ncnonb3oBaHmMA

Homep B Katanore

g Cpok rogHoCTn
He ncnonb3osatb, ecu

YNaKoBKa NnospexaeHa STERILE | EO Crepunu13oBaHoO OKCMAOM

3TUNeHa
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English

ACHIEVE

Programmable Automatic Biopsy System

INSTRUCTIONS FOR USE

DEVICE DESCRIPTION

The Achieve Programmable Automatic Biopsy System is a spring
loaded, core needle biopsy system with delay or automatic firing
options. The automatic firing mode releases the cannula and stylet
in rapid sequence and captures a tissue sample with the push of a
button. The delay firing method is used to verify the position of the
sample notch in the target area prior to depressing the A button, which
activates the cutting cannula, capturing the tissue sample.

Firing Buttons

Cutting Cannula

Notched Stylet

Figure 1: Achieve Programmable Automatic Biopsy System

INTENDED USE

Intended for use in obtaining core biopsy samples from soft tissue such
as kidney, liver, prostate, spleen, lymph nodes, and various soft tissue
masses. Not intended for use in bone.

The Achieve Programmable Automatic Biopsy System is also indicated
to provide breast tissue samples for diagnostic sampling of breast
abnormalities. It is designed to provide breast tissue for histologic
examination with partial or complete removal of the imaged
abnormality.

The extent of histologic abnormality cannot be reliably determined
from its mammographic appearance. Therefore, the extent of removal
of the imaged evidence of an abnormality does not predict the extent
of removal of a histologic abnormality (e.g., malignancy). When the
sampled abnormality is not histologically benign, it is essential that
the tissue margins be examined for completeness of removal using
standard surgical procedures.

WARNING: Test firing the needle may damage the cutting cannula
and/or stylet tip and is not recommended. If test firing is performed,
the cutting cannula may be protected by holding the cannula near the
clear taper with moderate pressure between the thumb and fingers
during firing. Keep fingers or other objects from in front of the needle
asitwilladvance 2.5 cm very rapidly when activated. Never test fire the
instrument in an unsafe direction.

In the automatic mode, the Achieve automatic biopsy device is
designed to fire the cannula and stylet in rapid succession. Please
exercise caution before proceeding as the device will advance 2.5 cm
when activated.

Ensure the device is fully discharged before disposing of the device.

Only clinicians, who have been properly trained in this procedure,
RS e preparation, sample preservation and the use of

i

imége Quidance for percutaneous biopsy, should use this device.

Good medical judgment should be exercised in considering biopsy
on patients who are receiving anticoagulant therapy or who have
bleeding disorders.

Post-biopsy care may vary with the biopsy technique utilized and the
individual patient’s physiological condition. Observation of vital signs
and other precautions should be taken to avoid and/or treat potential
complications that may be associated with biopsy procedures.

CAUTION
For single use only. Re-use may result in a non-functional product or
contribute to cross contamination.

Do not use if package is damaged.

Do not resterilize. After resterilization, the sterility of the device is
not guaranteed because of an indeterminable degree of potential
pyrogenic or microbial contamination which may lead to infectious
complications. Cleaning, reprossessing and/or resterilization of the
present medical device increases the probability that the device will
malfunction due to the potential adverse effects on components that
are influenced by thermal and/or mechanical changes.



NOTE:f collecting multiple samples, inspect the needle foradamaged
point, bent shaft or other imperfections after each sample is taken.

NOTE: After use, this product may be a potential biohazard. Handle
and dispose of in accordance with acceptable medical practices and
applicable local, state, and federal laws and regulations.

If biasing the device prior to obtaining a sample, take care to avoid
bending the stylet notch.

STEP 1: COAXIAL INTRODUCER PLACEMENT
During the pre-procedure set up, insert the biopsy device through the
coaxial introducer needle to verify compatibility.

Adjust the sliding skin stop on the coaxial introducer needle to the
desired location and lock in place. Insert the coaxial introducer needle
until the sliding skin stop rests on the skin surface. Use imaging, if
desired, to verify the tip is at or near the edge of the region to be
sampled. Remove the inner stylet.

Skin Stop

Inner Stylet

Figure 2: Coaxial Introducer Needle

AUTOMATIC & DELAY MODE

STEP 2: PREPARATION OF ACHIEVE FOR USE

To charge the Achieve biopsy device, simply pull back on the charging
handle and release twice, first to charge the cutting cannula, second to
charge the inner stylet. See Figures 3 through 5.

FIGURE 3: FIGURE 4: FIGURE 5:
Non-charged and Pull back the charging  Pull back the charging
after firing. handle once toretract handle a second time
the cannula which to retract the notched
exposes the notched  stylet.
stylet.

STEP 3: POSITION THE NEEDLE
Position the needle at or near the edge of the region to be sampled.

STEP 4: FIRE THEINSTRUMENT

Two firing sequence methods are available once the Achieve biopsy

device is charged.

A = Automatic mode

D = Delay mode (Stylet Only)

1. Delay Mode - Depression of the D button releases the inner stylet
into the sample area. The operator uses this delay firing method

ition of the sample notch in the target area prior

me A button, which activates the cutting cannula,
capturing the tissue sample.
NOTE: If desired, a slight bias may be imparted to the stylet prior
to firing by forcing the stylet notch against the lesion. Take care to
avoid bending the stylet notch.

2. Automatic Mode - TThe operator can choose the fully sequential
mode, omitting the delay feature, simply by depressing the
A button first. This releases the stylet and cutting cannula in
sequence, capturing the tissue sample.

STEP 5: BIOPSY SPECIMEN

To retrieve the tissue sample, remove the device from the patient,
hold it with the A and D buttons facing up, and pull back and release
the charging handle once. This action will retract the outer cutting
cannula, exposing the stylet notch with the tissue sample. See Figure
4.

STEP 6: OBTAINING MULTIPLE SAMPLES

After the tissue sample is removed, additional samples from the
same patient may be obtained. To obtain additional samples, pull the
charging handle a second time, which will retract the stylet within the
cutting cannula, placing the Achieve device in a fully charged position.
SeeFigure 5.



MANUAL STYLET INSERTION MODE
Reasons for performing a biopsy in this manner include: a desire to
push through a dense lesion slowly with the combined strength of
the stylet and cannula, and a desire to visualize the placement of the
needle within the lesion prior to firing.

STEP 1: POSITION THE NEEDLE
Position the needle such that the tip of the needle extends through
the target area.

STEP 2: REVEAL THESTYLET NOTCH

While holding the handle steady, pull back on the charging handle
one time to charge the cannula and reveal the stylet notch. Take care
to maintain the position of the stylet tip while charging the cannula.

STEP 3: FIRE CANNULA

NOTE: If desired, a slight bias may be imparted to the stylet prior
to firing by forcing the stylet notch against the lesion. Take care to
avoid bending the stylet notch. Press the A button to fire the cannula
through the target site.

STEP 4: BIOPSY SPECIMEN

To retrieve the tissue sample, remove the device from the patient,
hold it with the A and D buttons facing up, and pull back and release
the charging handle once. This action will retract the outer cutting
cannula, exposing the stylet notch with the tissue sample.

STEP 5: OBTAINING MULTIPLE SAMPLES

After the tissue sample is removed, additional samples from the same
patient may be obtained. To obtain additional samples, press the A
button while holding the outer cutting cannula adjacent to the handle.
This action will place the Achieve device in the uncharged position,
and prevent damage to the stylet or cannula tips.

SYMBOL DESIGNATION

g Use By: YYYY-MM-DD

Lot Number

Catalog Number

Sterilized Using Ethylene Oxide

®
@

Do Not Use if Package is Damaged

Single Use

Caution: Federal (USA) law restricts this

R(ONLY device to sale by or on the order of a
physician
For electronic copy scan QR code or go to
www.merit.com/ifu and enter IFU ID Number.
For printed copy, call U.S.A or E.U Customer
Service.
Medical Device
Sterile Package Sterile Package
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Russian

ACHIEVE

Programmable Automatic Biopsy System

PYKOBOACTBO INO 3

OMUCAHUE YCTPONCTBA

Cuctema s 6roncum Achieve — 31o nprvBoaumMoe B fieficTene
NPY>KMHON YCTPONCTBO ANA CepALEeBUHHON Guoncun B
aBTOMaTNYECKOM peXunMe UNn B pexnme C 3afepxKoi. B
aBTOMaTNYECKOM pexuMe HaxkaTieM KHOMKW NPOM3BOAUTCA BbICTPbIN
noouepeaHbIi MycK KaHIoNM 1 cTuneTa u 3abop obpasua TkaHu. Mpu
1CMoMb30BaHUM PeXuMa C 3a[1epXKKOi CHauana NpoBePAETCA NoIoKeHNe
HaKOHeuYHMKa B LieNleBOM yyacTKe, Nocfe Yero HaxaTnem KHomku A
aKTUBUPYeTCA pexyLLan KaHIoNA, KOTopas 3axBaTbiBaeT obpaseL) TKaHu.

KHonku nycka

PexyLian kaHona

CTunet ¢ BbleMKoW

iy A
A=El only

s

)

PucyHok 1. lMporpammupyemas aBTomatyeckas cuctema ansa 6moncum
Achieve

~¢— B3BopAwwan
pykoATKa

MPEANONIATAEMOE UCMOJ1Ib3OBAHUE

CricTema NpefHasHayeHa AA NoyyeHns G1oNTaToB MATKNX TKaHel, TaKnx
KaK MouKy, NeyeHb, NpeAcTaTeNbHas Xenesa, ceneseHka, numdatnyeckme
Y3/71bl ¥ Pa3NnyHble MArKOTKaHHbIE y4acTK. He npeaHasHaueHo ana 6uoncun
KOCTHOW TKaHW.

I'IporpaMMleyemaﬂ aBTOMaTMyeckas cuctema Achieve Takxe ncnonb3yetca
V1A NoNyueHnA 06pasLioB TKaH1 MOJIOYHON Xene3bl C LIeMblo AMarHOCTVKI
ee natonorui. Cuctema paspabotaHa s B3ATUA 06Pa3LIOB TKaHV MONIOYHO
Kenesbl B paMKax rmcroniorm4eckoro nccnegoBaHma ¢ HaCTUYHbIM Unu
MOMHbIM yAjaneHnem BblIAB/IEHHbIX NaTONOrNYeCKNX 06pa3OBaHVIVI.

Io pesynbTatam Mammorpadum He BCerfja yaaeTca JOCTOBEPHO ONpesenuTh
CTeneHb VMetoLLeiica natonorm TkaHei. CnefosatesnibHo, 061acTb yaaneHus
Ha I/|306pa)KeHVII/I, nosy4eHHOM B XOAe BU3yann3npytoLLero nccnenoBaHna,
MOXeT He OTBeYaTb 06M1acTV yAaNeHNA rMCTONOTNYECKON aHoManum
(HanpyMep, 3110KayYeCTBEHHO OryXonu). Eciv o AaHHbIM rucTonoriiyeckoro
nccnegoBaHnA NaToNorMyeckne N3MeHeHNA TKaHu B o6pa3ue He ABNAKTCA
Fl06pOKa‘-leCTBEHHbIMI/I, BaXKHO TaKXKe NpOBeCTN UCCriefloBaHNe Kpaes TKaHW,
4ToGbl B C/lyYae HEOGXOAMMOCTU MOJIHOCTbIO YAaNUTL NaTofornyeckne
YUaCTKV € MOMOLLbIO CTaHAAPTHBIX XVPYPraveckix npoLeayp.

MPEAYMNPEXAEHUE. He pekomeHAyeTCA NPOBOANTL NPOBHbIN NYyCK,
TaK KaK Urna MoXeT MoBpeAnTb PEXKYLLYIO KaHIOMO 1 (MNN) HAKOHEUYHNK
cTuneta. [lnA npefoTBpalieHna NOBPeXAeHNs pexylieil KaHiony Bo
BpemA NPO6GHOro 3anycka yaepuBaiiTe KaHionio PAAOM C NPO3payHbIM
KOHYCOM, Ype3MepHO He HaflaBnvBas Ha Hee nanbuamu. He pepxute
nanbLibl M NpoYMe NpeaMeTbl HaMpPOTUB WIbl, TAK Kak NPU Nycke OHa
MrHOBEHHO BbIIBUraeTCA Ha paccToAHue 2,5 cM. Hukoraa He nposoaunTe
NPo6HbIN 3anycK yCTPOiiCTBa B He6e30MacHOM HanpaBieHUn.

B aBTOMaTMUECKOM PeXxnme KaHna n cTuneT B yCTpOVICTBE ana 6uoncun
Achieve cpabaTbiBaloT B o4eHb bbICTpOl nociegoBaTenbHocTn. Cobntogarite
OCTOPOXHOCTb, MPEX/E YeM HauaTb UCMONb30BaHUe YCTPOWCTBA, Tak Kak
Npu NycKe Urna MrHOBEHHO BbIABUraeTcA Ha PaccToAHue 2,5 cm.

Mepen yTunusaumeit y6eauTech, 4To NyCKOBOW MEXaHN3M yCTPOMCTBA
He B3BeJleH.

370 _YCTPOICTBO MOTYT MCMOMb30BaTh TONbKO Bpauu, npolwepwmne
Sfizizay P6yueHe, KOTOpOe BK/IOYAET NOArOTOBKY MaLeHTOB

K npoleaype, coxpaHeHne 06pa3sLoB U UCMONb30BaHNe METOA0B

BI3yaN3aLVIOHHOTO KOHTPONA NP YPECKOXHOI Groncuu.

B cnyyae c naumeHTamm, KOTopble NPOXOAAT TEPaNmIo aHTUKOArynaHTamm
VAW Y KOTOPbIX AMAarHOCTMPOBaHbl HapyLWeHNA CBepTbiBaeMOCTN
KPOBW, pelueHne o NposefeHnn 6ruoncuu cneayet NpUHUMaThL nocne
TIWaTeNbHON MeJULVHCKON OLIEHKM.

JleueHue nocnie 6UONCKUN MOXKET BapbUPOBATLCA B 3aBUCUMOCTN OT
UCMONb3yemMoi TEXHUKM U GU3MONOrMYECKOro COCTOAHWA OTAENbHOro
nauvienTa. CneflyeT KOHTPONMPOBaTb OCHOBHbIE XI3HEHHbIE MoKasaTenu
1 NPUHATb ApYrie Mepbl NPefoCTOPOXKHOCTY, YTO6bI NpeaynpeanTb
/WU yCcTpaHUTb NOTEHUMaNbHble OCNIOXHEHUA, CBA3aHHble
C npoueslypoii Groncuu.

BHUMAHMUE!

MNpeaHasHauyeHo ANA OAHOKPATHOrO Ucnonb3oBaHua. MoBTOpHOe
MCMNOJIb30BaHNE MOXKET NPUBECTU K HEMCTPABHOCTM N NEPEKPECTHOMY
3apaxeHuio.

He VICI'IOJ'Ib3yVITe, ecnuv ynakoBka nospexaeHa.

He cTepunusosatb NoBTOpPHO. [laxe NOBTOPHaA CTepUNN3aLInA He MOXeT
rapaHTpOBaTh MOJHYIO CTEPUILHOCTL YCTPOWCTBA, TaK Kak CyllecTByeT
BEPOATHOCTb HaNNYNA HeONpefeNeHHON CTENeHN NUPOTeHHbIX 1K
MUKPOGHBIX 3arpA3HEHNI, KOTOPbIE MOTYT MPUBECTU K OCNOXKHEHWUAM
B BuAe nHdekuymm. Ouncrtka, noBTopHana obpaboTka v (1nv) NnoBTopHanA
CTepUNN3aLna AaHHOTO MeVLIHCKOTO YCTPOCTBA MOBbILIAET BEPOATHOCTL
c60oeB B ero pabote BCIEACTBME NOTEHLMANbHbBIX HEBNAroNnPUATHBIX
TennoBbIX U (VN) MeXaHNYeCKIX BO3ENCTBIUIA Ha €r0 KOMMOHEHTbI.
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MPUMEYAHME. Mpu 3a6ope HeckonbKunx 06pasLos nposepsanTe urny
Ha NpeAMeT NOBPEXAEHNA KOHUMKa, nepernba unn apyrux gepexros
nocsne Kaxaoro npuMeHeHus.

MPUMEYAHME. Mocne ucnonb3oBaHnA JaHHOe M3[enne MoXeT
NpeACTaBNATb NOTEHLMaNbHYI0 61ONOTNYECKYI0 OMACHOCTb. JKCMyaTaLya
YCTPOWCTBA U €ro YTUAM3aLmaA [JOMKHbI OCYLIECTBNATLCA B COOTBETCTBIN
C O6LENPUHATBIMA HOPMaMN MEAVNLIMHCKO NPAKTVKN 1 NPYMEHNMbIMIA
MeCTHbIMU, befiepanbHbIMI 1 TPUHATLIMU Ha YPOBHE LUTaTa 3aKoHamu 1
npasunamu.

Mpu cMeLeHUm yCTPOICTBa Nepef B3ATUEM 0bpasLia cleauTe, Y4ToGb!
BbleMKa CTU/IETa He COTHyNach.

LWAT 1. PABMELLUEHNE B KOAKCUAJIbHOM UHTPOAbIOCEPE
Mepen HauanoM MOArOTOBKY K NPOLeAype NPOBEPLTE, YTO YCTPONCTBO
1A 61ONCUMN BXOAWT B KOAKCUanbHYIO MPOBOJHNKOBYIO UTNY.

YCTaHOBUTE CKOSB3ALLMIA OrPAHNUMTESb [TyONHDBI BBEAEHUA Ha KOAKCWaTbHOM
NPOBO/HNKOBOI Me B Tpebyemoe NosoXKeHne n 3apuKkcupyiTe ero.
BcTaBbTe KoaKkcUanbHyto MPOBOAHVKOBYIO UMY Tak, YTOObI OrpaHymTesNb
COMPUKOCHYNCA C NOBEPXHOCTbIO KOXW. My HEOGXOANMOCTI NpoBepbTe
MONOXEHNE UIIbl C MOMOLLbI0 METOZ0B BU3yanu3aumu. Y6eauTecs, 4to
KOHUVIK UITIbl HAXOAWTCA BO3/1e Kpast 06M1acTy, U3 KOTOPOil HEOBXOAMMO B3SATb
o6paseL| TKaHW. /3BNeK1Te BHyTPEHHUI CTUNET.

OrpaHnunTenb ry6uHbI BBEEHNA

BHyTpeHHuin cTunet

PHCYHOK 2. KoakcuanbHasa NpOBOAHMKOBAA Urna

ABTOMATUYECKUI PEXXUM U PEXXUM C 3AEPKKON

LIAT 2. MOArOTOBKA K UCMOJIb30BAHMNIO YCTPONCTBA ACHIEVE
YTo6bl 334/ 1CTBOBATb NYCKOBOW MEXaHN3M YCTPOWNCTBA AN1A 6roncun
Achieve, ABaXbl OTTAHUTE Ha3a/] B3BOAALLYIO PYKOATKY: CHauana

[INA B3BEAEHNA PeXyLLeil KaHIONW, a 3aTeM — BHyTPEHHero cTuneTa.
CM. pucyHKM 3-5.

PUCYHOK 3.

PUCYHOK 4. PUCYHOK 5.

BHewHwin Bug o MoTaHuTe B3BOAALWYIO  [OTAHKTE B3BOAALLYIO
B3BEEHVA MYCKOBOrO PYKOATKY OAUH pas, PYKOATKY BO BTOPO
MexaHu3Ma n nocsie  YTo6bl BTAHYTb KaHIONO pas, YTobbl BTAHYTb
ero cpabatbiBaHuA 1 packpbITb CTUNET CTUNET C BbleMKOI

C BbleMKOW

LWAT 3. YCTAHOBKA UMbl B TPEBYEMOE MOJIOXXEHUE
MNopBeauTe OCTpYE UMbl K YHACTKY WKW €ro Kpato, rae naaHupyetcs
B3ATMe 0bpasua.

LIAT 4. 3AMYCK YCTPONCTBA
YCKOBOTO MexaHn3ma yctponcTea Achieve MOXHO
yX METO[I0B B3ATIA 06pasLia.

A - aBTOMATUYECKNIN PEXNM

D - pexum C 3afiepXKoii (C NCrosb3oBaHNeM TONbKO CTuseTa)

1. B pexume c 3afep>Koii Nocne HaxxaTtua KHonkn D BHyTpeHHWiA cTunet
BBOAMTCA B HY)XKHDIV y4acTOK /1A B3ATIA 0bpasua. Mpu 1cnonb3osaHmnm
3TOro meTofa CHayasa NpPoBePAKT NOIOXKEHNE BblIeMKN AN1A B3ATUA
06pasLia B LieNeBoM yyacTKe o HaxaTus KHOMKw A, KoTopast
QAKTUBMPYET PEXYLLYIO KaHHJ110, 3aXBaTblBaOLLYyHO 06pa3eu TKaHW.
MPUMEYAHMUE. Mpu HeobxoAMMOCTY Nepep 3anyckom cTunet
MOXHO C/lerka CMeCTUTb, PUXaB BbleMKy CTuseTa K ouary. U36eraiite
VICKPUB/IEHNA CTUNETa B 0611aCTV BbIEMKN.

2. ABTOMaTWUECKUI PEXIM — 3TO NOCNe0BaTENbHbIN Pexim 6e3
3a/lepXKi, KOTOPbIV aKTUBMPYETCA HaxkaTuem KHomku A. BeefieHne
CTUNETa 1 KaHIONN BbINOIHAGTCA NOC/IeJOBaTe/bHO, C 3aXBaTOM
obpasua TKaHu.

LWAT 5. BUONTAT

Yto6bl NoNyunTh 06pasel; TKaHuW, U3BEKNTE YCTPOWNCTBO, yaepXKuBas
€ro TakK, YTo6bl KHoMKN A 1 D HaxoAMNNCb CBEPXY, @ 3aTeM OTTAHWUTE
1 OTMYCTUTE B3BOAALLYIO PYKOATKY OAWNH pa3. Takum o6pasom, Bbl
OTO[IBMHETE HAPYKHYIO PEXYLLYIO KaHIOMI0, YTOObI CTasa BIgHA BbleMKa
cTuneta c 06pasLom TkaHu. CM. pUCYHOK 4.

LUAT 6. MHOTOKPATHOE B3AATUE OBPA3LIOB TKAHU

Yy OAHOro nayneHTa MOXXHO B3ATb HECKONTbKO D6p33L|OB. ﬂl‘lil 3TOro
OTTAHUTE B3BOAALLYIO PYKOATKY BO BTOpOVI pas, 4TOGbI BTAHYTb CTUNET
B pexyLlyl KaHlofio, TeM cambiM npuseas yctpoictso Achieve
B MOJIHOCTbIO 3apsKeHHOE coCToAHMe. CM. PUCYHOK 5.
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PEXWM PYYHOro BBEAEHUA CTUNETA

MpuymnHbI A4nA NpoBeAeHNA 6UONCKUN TakKUM CNOCOBOM: HEOBXOANMOCTb
Me/i/IeHHOTO BBEZJEHUA B MIIOTHBIN O4ar NoCpeACcTBOM OAHOBPEMEHHOTO
AaBNeHuA CTuneTa N KaHam n Bu3yannsauma pacrnonoxXeHua nrnbl
BHYTPW Ouara nepep B3aTnem obpasiia TKaHw.

LUAT 1. YCTAHOBKA UMbl B TPEBYEMOE NMOJIOXKEHUE
Pacnonoxute urny Tak, 4YTO6bl €€ HAKOHEYHUK MOSTHOCTHIO npoxoaun
CKBO3b LI€NIEBOI Y4YaCTOK.

LUAT 2. PACKPbITUE BBIEMKU CTUJIETA
YTo6bl B3BECTU KaHIONIO 1 PAaCKPbITb BbleMKY CTUNeTa, OTTAHUTE
B3BO/ALLYIO PYKOATKY OAWH pas3. Mpy B3BeAEHUMN KaHIONN yepuBaiiTe
HaKOHEUHWK CTUMETa B OAHOM MOSTOXKEHUU.

LUAT 3. 3ANYCK KAHIONN

MPUMEYAHMUE. Mpun HeobXxoAMMOCTN Nepes 3anyckom cTunet
MOXHO CNlerka CMecTuTb, NPUXKaB BbIEMKY CTuneTa K ouary. M3beraiite
VCKPVBNEHNA CTUNeTa B 061acTy BbleMKW. HaxkmuTte KHOMKY A, UTO6bI
BBECTY KaHIONIO B LIENIEBOW YYaCTOK.

LUAT 4. BUONTAT

YT06bI NONYUnTH O6paseL TKaHu, U3BNEKUTE YCTPOWNCTBO, yAepKnBan
ero TaK, 4tobbl KHOMKM A 1 D HaxoAWnMCb CBEPXY, a 3aTeM OTTAHUTE
N OTNYCTUTE B3BOAALLYIO PYKOATKY OAWUH pa3. Takum o6pa3om, Bbl
OTOfIBUHETE HaPYXHYIO PeXYLLYIO KaHIoMIo, YTOObl CTana BUAHa BbleMKa
cTuneTa c 06pasLOM TKaHW.

LUAT 5. MHOFOKPATHOE B3ATUE OBPA3LIOB TKAHU

Y ofjHOrO NaymeHTa MOXHO B3ATb HECKONbKO 06pa3LoB. [ina atoro
Ha)KMUTe KHOMKY A, yaepXK1Basa BHELIHIOW PeXyLLylo KaHIoo pagom
C pykoaTKoi. Takum obpasom, Bbl NpuseaeTe yctpoictso Achieve
B He3aps)XeHHOe MoJioKeHne U npefoTBpaTUTE NMOBPEeXAeHMe
HaKOHEYHUNKOB CTUNETa NN KaHKNK.

cumBon 3HAYEHUE

g Cpok rogHocTu: [TTT-MM-41

Homep naptumn

HOMep B KaTanore

CTEpW'I N30BaHO OKCNAOM 3TUIEHA

He ncnosnb3oBaTtb, eCnv ynakoBka
nospexpaeHa

JinAa ogHOKpaTHOro NCNONb30BaHNA

BHumaHue! ®epepanbHbiii 3akoH CLUA
R ONLY paspeluaeT Npoaay AaHHOro U3AENA TONbKO
Bpayam UK No UX HasHaueHno

[ina nonyyeHna sneKTPOHHON Konum
npockaHupyiite QR-koa nnn nepenaute

o ccbinke www.merit.com/ifu n segute
naeHTUdUKaLMOHHbIN Homep elFU. ins
nosy4YeHns NevYaTHON Konum obpaTutech B oTAEN
pabotbi ¢ knueHTamm B CLUA vnuv Espone.

WN3penve MeguLMHCKOro HasHaveHna

CrepunbHas
Fecucrp il R VR Pramopsope

CTepunbHasn ynakoska
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Russian

TEMNO

Cucrtema gna 6uoncum

PYKOBOACTBO MO 3KC

OMUCAHUE YCTPOUCTBA

Cuctema ana 6uoncun TEMNO® - 370 ofHOpa3oBas cuctema
TONICTOMTONBHOI 61ONCUN. YCTPOMCTBO MOXKET UCMONb30BaThCA
C UrMamm pasHbix KanubpoB v AnvHbl. MopLIeHb UMEET LBETOBYIO
KOAMPOBKY, KOTOpast 0603HauYaeT Kanubp nrnbl (HanpUMep, cepbin —
22 kanubp, 3eneHbli — 20 Kannbp, opaHeBblii — 18 Kanubp, CUHUIA —
16 Kanubp, 6enblii — 14 Kanmép).

MOKA3AHUA K NPUMEHEHUIO

YCTpoIiCcTBO NpefiHa3HaueHo ANA NosyyeHus 6NoNTaToB MArKUX
TKaHEeN, TakmMx Kak MOJIOYHbIE Kene3bl, MOYKW, MeYeHb, Nerkne,
WNTOBW/IHAA XeNe3a 1 pasfinyHble MArKOTKaHHble 06pa3oBaHuA.
YCTPOIACTBO He NpefjHa3HaueHO [471A 61MONCUN KOCTHOW TKaHW.

LWAT 1. PASMELWEHUE B KOAKCUAJIbBHOM UHTPOAbIOCEPE
TEMNO

Mpw nogroToBKe K NpoLeaype Ana NoATBEPXKAEHNA COBMECTUMOCTH
BBE/VITE YCTPOIICTBO /1A GYONCIV B ATy KOAKCWANbHOMO MHTPOAbIOCepa.
YcTaHoBUTE CKONb3ALWMIA OFPaHNYNTENb Ha KOaKCManbHOWM urne B
COOTBETCTBN C TPebyembIM KannbpoBOUHbIM YPOBHEM. 3aduKcnpyiiTe
ero nosoxxeHwue. BBO,E(I/ITE KOaKCnanbHy nrny co CTUneTom, noka
CKOI'Ib3ﬂLI.[I/IVI OrpaHnyuTesib He CONMPUKOCHETCA C MOBEPXHOCTbIO KOXWN.
I'Ipm nomMoL1 B1U3yanusnpytoLlero yCTpOVICTBa y6e/:u/|Ter, 4YTO KOHel
yCTpOﬁCTBa HaxoawuTcA B oyare. W3Bnekute BHyTpeHHIAI;I crmnet.

LUAT 2. B3BEJEHVUE ABTOMATUYECKOW UT/Ibl TEMNO
B3gegute mexaHusm urabl Temno: 4na 3TOr0 CUNbHO NOTAHUTE
noplieHb Ha3aj, NoKa He MoYyBCTBYeTe OTYETINBbIN LWeNyok. ITo
6yneT 03HauaTb, YTO NPYKUHA UMbl B3BeeHa.

CTUNET

MPOPE3b ANA
it sy DPASLIA

LWAT 3. BBEQEHUE UMbl TEMNO

MonHocTblo oTBEAA cTUNeT Hasaj (T. e. npopesb Ana obpasua
MOMHOCTbIO 3aKPbITa KaHIONEN, Kak ONUCaHo B LWare 2), BBeANUTE
urny Temno B KoaKCuanbHyo WUy, Noc/e Yero coefjiHuTe pasbem
KOAKCMasibHOM Wbl C NI03POBCKNM KOHHEKTOPOM Mribl Temno. [ina
duKcayum nrnbl nosepHuTe ee Ha 90°.




LUAT 4. B3ATUE BUONTATA

[inAa BBeAeHNA HaKOHEeYHUKa C nMpopesbio B 06nacTb B3ATUA
obpasLa HaxmuTe Ha noplieHb 60MbWKM Nanbem. Mpy nomown
BU3yann3npyiolLero yCTpoincTea NoBTOPHO y6eAnTech B TOM, YTO
HaKOHEUHUK HaXOAUTCA B ouare. YepKuBas uriy Ha MecTe, HakmuTe
Ha noplueHb 6oMbLIVM NasibLEeM, YTO NPUBEAET K aBTOMATUYECKOMY
3aKpbITUIO NPOpe3u KaHionel ¢ 3axBaTom obpasua.

LWAT 5. U3BJIEYHEHUE BUONTATA

M3Bnekute nrny. OTTAHUTE NOPLIEHb ANA NOBTOPHOTO B3BEAEHNA
Npy>KnHbl. HaXXMnTe Ha MopLueHb A0 NepBO OCTaHOBKW. Mpy 3Tom
OTKPOETCA HakoHEeUHUK ¢ obpa3Liom. M3BneknTe obpasel; TKaHU
13 npopesn Ha ctunete. Ha aTom aTane cneguTe 3a Tem, YTo6bI
nopieHb NPy HaXKaTn He Np .t i oc

P

BHUMAHMUE! MpeaHa3HauyeHo ANA OAHOKPATHOrO NCMOMb30BaHNA.
I'IosropHoe NCnonb3oBaHMeE MOXKET NPUBECTU K HEUCNPABHOCTU U
nepeKpecTHOMY 3apaKeHNIo.

NPEAYNPEXAEHUE.
«  YCTpoWCTBO He NpefHa3HayeHo Ana 6Moncumn KOCTHOMN TKaHW.

« He I/ICI'IO!'lb3y|;ITe, eC/n yrnakoBKa nospexaeHa.

3TO yCTPOWCTBO MpeAHa3HaYyeHO [NA WCMNONb30BaHUA
VCKNIOUNTENbHO BPayamy, CreLanbHO 06yYeHHbIMU NPOBEAEHI0
TakoW npoLielypbl, BKNOYaA MOArOTOBKY MaLMeHTa, COXpaHeHne
06pa3LoB 1 CNO/b30BaHNe BU3Yann3npyioLLyX METOJ0B KOHTPONA
UpEeCKoXHOM 6roncuu.

cumBon 3HAYEHUE

g Cpok rogHocTu: [TTT-MM-41

Homep naptun

Homep B KaTtanore

CTepI/II'I MN30BaHO OKCMAOM 3TUNEHa

He ncnonb3oBatb, ecnn ynakoBKa nospexjeHa

® ,D,I'Iﬂ OQHOKPATHOro UCrosib30BaHNA

BHumaHune! OefgepanbHbiii 3akoH CLUA
RONLY | paspewaer npogaxy aaHHoro nsgenvis tonbko
Bpayam UK Mo NX HasHaueHNio

‘wwiwnevacert.ru | info@nevacert.nu
MepnuuHckoe nspenve.

CrepunbHas ynakoska.
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English

Adjustable Coaxial

TEMNOACT.

Biopsy System

INSTRUCTIONS FOR USE

DEVICE DESCRIPTION

The TEMNO™ A.C.T. Biopsy System is a single patient use core
biopsy device. It is available in several needle gauge sizes
and lengths. The plunger is color coded according to the
various gauge sizes (e.g., gray=22G, green=20G, orange=18G,
white=14G).

INDICATIONS FOR USE

Intended for use in obtaining core biopsy samples from soft
tissue such as breast, kidney, liver, lung, thyroid, and various
soft tissue masses. Not intended for use in bone.

STEP 1: COAXIAL TEMNO PLACEMENT

During the pre-procedure set-up, insert the biopsy device
through the coaxial introducer needle to verify compatibility.
Adjust sliding stopper on coaxial needle to desired calibration
level. Lock in place. Insert coaxial and stylet until sliding stopper
rests on skin surface. Image coaxial needle to make sure the tip
is proximal to the lesion. Remove inner stylet.

STEP 2: SAMPLE NOTCH SIZE

Select sample notch size by turning the white coaxial bolt
on the Temno Biopsy Needle from a maximum of 19 mm
to a minimum of 9 mm as shown by the indicator window.
The amount of sampling notch exposure and needle
advancement are measured from the distal end of the coaxial
introducer.

STEP 3: TEMNO NEEDLE SPRING CHARGE

Charge Temno needle by pulling back hard on the plunger
until a firm click is felt indicating that the needle spring is
charged.

STEP 4: TEMNO NEEDLE PLACEMENT

With the needle stylet fully retracted, insert the Temno
needle into the coaxial introducer and gently connect the
coaxial’s hub onto the Temno’s white coaxial bolt until snug.




STEP 5: CAPTURE BIOPSY SPECIMEN

Advance the stylet forward, with thumb on plunger, to deliver
the specimen sampling notch into the area to be biopsied.
Release the cutting cannula by fully depressing the plunger
with thumb. This will cut a tissue core.

STEP 6: RETRIEVE BIOPSY SPECIMEN

Withdraw Temno needle from coaxial introducer. Pull back
on plunger as in Step 3 above until firm click is felt. Carefully
advance the stylet forward to expose specimen notch and
biopsy core. Remove tissue sample.

STEP 7: OBTAINING MULTIPLE SAMPLES

Additional tissue samples may be obtained by repeating Step
4 through Step 6 above. Note that the distal tip of the coaxial
introducer remains proximal to target area.

CAUTION: Test firing the needle may cause damage to the
cutting cannula and is not recommended. If test firing is
performed, the cutting cannula may be protected by holding
the cannula with moderate pressure between the thumb and
fingers during firing.

NOTE: The needle stylet will be completely covered by the
cutting cannula after charging the device.

CAUTION: For single use only. Re-use may result in a non-
functional product or contribute to cross contamination.

WARNING:
« Notintended for use in bone.

« Do notuse if package is damaged.

Only clinicians who have been properly trained in
this procedure, including patient preparation, sample
preservation and the use of image guidance for percutaneous
biopsy, should use this device.

SYMBOL DESIGNATION

g Use By: YYYY-MM-DD
Lot Number

m Catalog Number
Sterilized using Ethylene Oxide
e

s "

& Do Not Use if Package is Damaged

@ Single Use

B(ONLY Caution: Federal (USA) law restricts this device
to sale by or on the order of a physician

Medical Device

Sterile Package |Sterile Package




Russian

Adjustable Coaxial

TEMNOACT.

Cucrtema gna 6uoncumn

PYKOBOACTBO MO 3KCNAYATALUMUNU

OMUCAHUE YCTPONCTBA

Cuctema ana 6uoncum TEMNO™ A.C.T. - 370 ofHOpa3oBas
cncTema TONCTOUFONbHOW Groncun. YCTpOCTBO MOXeET
MCMOAMb30BaTLCA C UMAaMU PasHbIX Kannbpos v AnuHb. MopLueHb
MMeeT LBETOBYIO KOAMPOBKY, KOTopas 0603HavaeT Kannoép
Vbl (Hanpumep, cepblii — 22 Kanmbp, 3eneHbii — 20 Kanubp,
opaHxeBblii — 18 Kanubp, 6enbiii — 14 Kanuop).

NOKA3AHUA K MPUMEHEHUIO

YCTPOIACTBO NpeAHa3HaueHo ANA NOyYeHNA GUONTaTOB MATKUX
TKaHeIZ, TakKMX KakK MONOYHbIe »Kene3bl, NO4YKN, NeYeHb, nerkme,
LWMUTOBMAHAA »Kenes3a U pasfinvyHble MArKOTKaHHble 06pa303aH|/|s|.
YCTpOICTBO He NpefHa3HaueHo 41 GMONCUM KOCTHOM TKaHU.

LUAT 1. PASMELLEHUE B KOAKCUAJIbHOM UHTPOABIOCEPE
TEMNO

Ipv nogroToBKe K NpoLieflype AN NOATBEPX/AHNA COBMECTUMOCTY
BBEAMTE YCTPOWCTBO ANA GUONCAN B UMY KOAKCUANbHOTO
MHTPOAblOCEPa. YCTaHOBUTE CKONb3AWNIA OrpaHNYUTENb Ha
KOaKCanbHOW Ve B COOTBETCTBUM C TpebyeMbIM KanbpOBOUHbIM
ypoBHeM. 3adrKcnpyiiTe ero nonoxeHue. Beoaute koakcuanbHyto
Urny CO CTUNETOM, MOKa CKOMb3AWMNIA OrpaHUUYNTeNb He
COMPUKOCHETCA C MOBEPXHOCTbIO KOXU. [pn nomouwn
BM3yaNn3MPYIOLLEro YCTPOCTBa Y6eauTeCh, YTo KOHeL| yCTpOiiCTBa
HaXOAMUTCA BO3Ne ouara. VI3BneKkute BHYTPEHHWIA CTUNET.

LUAT 2. PASMEP NPOPE3U 411 OBPA3LA

BbibepuTe pa3mep npopesu ana obpasLia, NoBepHyB Gesnblil BUHT
Ha KOaKCuanbHom wrne gna 6uoncunTemno BAuvana3oHe oT 19mm
(MakcManbHoe 3HaueHune) 4o 9 MM (MMHUManbHOE 3HaueHune),
KaK yKa3aHo B MHANKATOPHOM OKHe. CTeneHb OTKPbITUA Npopesi
[inA o6pasuia 1 rybrHa BBEAEHUA UMbl USMEPAIOTCA CO CTOPOHbI
ANCTaNIbHOroO KOHLUa KOAKC1anbHOro MHTpoAboCcepa.

LUAT 3. B3BEAEHUE ABTOMATUYECKOW UMbl TEMNO
B3BeauTe mexaHn3m nrnbl Temno: AnA 3TOro CUNAbHO NOTAHUTE
nopuieHb Hasaf, NoKa He MoUyBCTByeTe OTUETINBLIN LesYOK.
2T0.6yAeT.02HauaTh, UTO NPYXIHA UMbl B3BeeHa.

wwwnevacert.u | ipiotfh

LUAT 4. BBEAEHWE UMbl TEMNO

Mocne nonHoro oTBeAeHUA CTUNeTa C UMION Ha3aa BBeauTe
urny Temno B KoakcuanbHbI MHTPOABLIOCEP N aKKypaTHO
BCTaBbTe pa3beM KOaKCWanbHOW Urnbl B 6enblil BUHT
KoakcuanbHol urnbl Temno po ynopa.




LUAT 5. B3ATUE BUOMTATA

PazmecTute 60MbLUOI Nanew Ha MOPLUHE 1 NPOABUHBTE CTUNET
Brepes, 4Tobbl Npopesb fN1A B3ATUA 0b6pasiia HaxoaAnUnach B
obnactn nposefeHua 6rnoncun. OTNYCTUTE OCTPYIO KaHoM,
HaxaB Ha MoplleHb 6oNbWUM NanbLuem A0 ynopa. 3To
npuBeaeT K oTCeyeHuto 6uonTara.

LUAT 6. U3BJIEYMEHUE BUOMTATA

M3BnekuTte urny Temno 13 KOAKCManbHOTo MHTPOAbIOCEpPa.
MoTaHuTe noplweHb A0 OTYETNMBOro Wenyka, Kak 6bino
onuncaHo B ware 3. AKKypaTHO MPOABUHbTE CTUAET Briepes
[10 NnosiBeHns npopesu 4nis obpasua n 6uonTara. U3snekute
obpaseL| TKaHW.

LWAT 7. NONYYEHUE HECKOJIbKUX OBPA3LIOB

YT06bl NONYyYNTb AOMONHUTENbHbIE 06pa3ybl TKaHel,
noBTOPUTE AENCTBUA, ONMCaHHble B Wwarax 4-6. ObpaTtuTte
BHMUMaHWMe, 4TO ,U,VICTa}'IbeIIh KOHel KOoaKCualbHOro
VNHTPOAbIOCEPA [LONIKEH HAaXOANTLCA Kak MOXHO 6nnxe K
ueneson obnactu.

BHMUMAHWUE! He pekomeHpyeTcAa NpoBOAUTH
JKCNepumeHTaNbHOE BbIMYyCKaHWE UTIbl, TaK KakK 3TO MOXeT
NpUBECTUN K NOBPEXAEHNI0 OCTPOI KaHonu. B cnyvae xe
€ro NPoBefjeHNA MOXHO 3aLUTUTL OCTPYIO KaHIoM, cerka
npvaepxusasn ee nanbuamu B npouecce BblMyCKaHUA UTJbl.

MPUMEYAHME Mocne B3BeAEHNA MEXAHN3MA CTUNET C UON
6yfeT NONHOCTbIO 3aKPbIT OCTPON KaHIoNe.

BHUMAHMUE! MNpepHasHayeHO ANA OfHOKpPaTHOro
ncnonb3oBaHUA. I'IosTopHoe NCNONb30BaHME MOXKET NpUBeCTn
K HEMCNPaBHOCTU WA NEPEKPECTHOMY 3apakeHuio.

NPEAYNPEXAEHUE.
«  YcTpoWcTBO He NpefHa3HauyeHo Ana 6uoncum KOCTHOM
TKaHW.

« Hewncnonb3ynTe, ecnin ynakoBka noBpexaeHa.

3TO yCTPOWCTBO NMpejHa3HaYeHO ANA UCNONb30BaHUA
NCKNIOYNTENbHO BpayamMu, cneunanbHo obyYeHHbIMU
npoBefieHNI0 Tako npoueaypbl, BKAOYaa NOATOTOBKY
nayuveHTa, coxpaHeHue ob6pasLoB U WCMONb3OBaHUeE
BU3Yanu3npyoLLX METOA0B KOHTPOJIA YpECKOXKHOI bruoncum.

CUmMBON 3HAYEHUE
g Cpok rogHocTu: [TTT-MM-41
feoret Homep naptun

HOMEp B Katanore

CTepI/II'I MN30BaHO 3TUIEHOKCMAOM

He ncnonb3oBatb, ecnn ynakoBKa nospexgeHa

,ul'lﬂ OQHOKPATHOIro UCnonb3oBaHnA

BHumaHwe! ®epepanbHbiii 3akoH CLUA

R(ONLY | paspewaer npopaxy aaHHOrO n3genus Tonsko
Bpayam nau rno nx HasHavyeHuo

MepuumHcKoe nsgenve

Sterile Package |CrepunbHas ynakoska
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English

TEMNO

Coaxial Introducer Needle

INSTRUCTIONS FOR USE

INDICATIONS FOR USE:
Temno® Coaxial Introduer Needles are intended to be
used as needle guides in soft tissue biopsy procedures.

A A

Cannula Stylet

NOTE: Not intended for use in bone. Not compatible
with MRI.

CAUTION: Use with imaging equipment such as
ultrasound, X-ray, CT, etc.

Do not use if package is damaged.

DIRECTIONS FOR USE:

1. During the pre-procedure set-up, insert the biopsy
device through the coaxial introducer needle to
verify compatibility.

2. Inspect the needle for damage before use.

3. Adjust sliding skin stopper on coaxial introducer
needle to desired calibration and lock in place.

4. Insert introducer needle until sliding stopper rests

on skin surface. Image coaxial needle, if desired, to

make sure the tip is at or near the edge of the region
to be sampled.

Pull the stylet out of the cannula.

6. Insertaprocedural biopsyneedleintotheintroducer
needle until the biopsy device touches the hub on
the introducer needle. NOTE: Automated devices
must be prepared to fire prior to insertion.

7. Perform the biopsy.

8.  Withdraw the biopsy needle from the introducer
needle and remove the specimen.

9. If another biopsy of the same tissue is required,
repeat steps 6 and 7. NOTE: If changing the angle of
the introducer needle is required, reinsert the stylet
prior to repositioning the needle. Remove the stylet
prior to taking the biopsy.

10. Remove the introducer needle from biopsy site.

©w

CAUTION: For single patient use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing or
resterilization may compromise the structural integrity
of the device and/or lead to device failure which, in
turn, may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk
of contamination of the device and/or cause patient
infection or cross-infection, including, but not limited to,
the transmission of infectious disease(s) from one patient
to another. Contamination of the device may lead to
injury, iliness or death of the patient.

Only clinicians who have been properly trained in
this procedure, including patient preparation, sample
preservation and the use of image guidance for
percutaneous biopsy, should use this device.

DESIGNATION

Use By: YYYY-MM-DD

O Lot Number

REF Catalog Number

[sTERILEEO] | Sterilized Using Ethylene Oxide

Do Not Use if Package is Damaged

Single Use

@@Ilim§

Caution: Federal (USA) law restricts this
RONLY | device to sale by or on the order of a
physician

For electronic copy scan QR code or go
to www.merit.com/ifu and enter IFU ID
Number. For printed copy, call U.S.A or

E.U Customer Service.

Medical Device.
Sterile Package.



Russian

TEMNO

KoakcmnanbHbli UHTPOABIOCEP
PYKOBOACTBO MO 3KCIU1YA

NOKA3AHUNA K MIPUMEHEHUIO

KoakcuanbHblii UHTpogbtocep Temno® npeaHasHayeH
AN BBefEeHNUA GUOMCUIIHON UMbl NPy B3ATUM 06pasua
MAFKUX TKaHew.

KaHtona Cruner

MPUMEYAHME He npegHasHayeHo Ans 61UoncmMm KOCTHoOW
TKaHu. He ncnonb3oBatb BO BpemA nposeaeHna MPT.

BHUMAHME! JonyckaeTtca ncnonb3osaHune ¢ annapatamu
Y3W n KT, peHTreHOBCKMMM annapaTamu v T.n.

He I/ICI'IOﬂb3yI7ITE, eCc/in ynakoBKa noBpeXxaeHa.

YKA3AHWA MO NPUMEHEHUIO.

1. Tlepep Hauanom NOATrOTOBKM K npoueaype
NpoBepbTE, YTO YCTPOMCTBO ANA 6UONCUN BXOANT
B KOAKCMabHbIN MHTPOAbIOCEP.

2. TMepep ncnonb3oBaHWeM NpoBepbTe

MHTPOAbIOCEP Ha HaNNuMe NOBPEXAEHUN.

3. YcTaHOBWTe OorpaHuunTenb ry6uHbl BBEAEHNA Ha
KoaKcuanbHOM UHTpoAblocepe B Tpebyemoe
nosoxeHue 1 3adprKCMpyinTe ero.

4. BBeawnTe WHTpoAblocep TaK, 4TOObI
orpaHnumnTeNb KOCHYNcA Koxu. Ecnv ato Heobxoammo,
npoBepbTe ero NofoXeHue Bu3yanbHo. Yoeautecs,
YTO ero KOHUMK HaxoauTcA B 0651acTy, U3 KOTOpPOW
TpebyeTca B3ATb 0bpaseL| TKaHW.

M3BnekuTe 301 13 KaTeTepa.

BcTtaBbTe 6GUONCUiAHYIO UFNY B UHTPOAbIOCEP.

YcTponcTBo Ans 6Moncum JOMKHO KOCHYTbCA

KOHHeKTOpa nHTpoabtocepa. MPUMEYAHUE

Ecnu ycTpoiicTBO Ans 6uoncum aBToMaTnyeckoe, To

nepeq BCTaBKOW €ro HeO6XOAVMO NOArOTOBUTb K CrYCKY.

BbinonHuTe 6roncuto.

M3BneknTe 6UONCUIAHYIO NIy U3 NPOBOAHNKOBON

UINbl, 3aTeM U3BNEKMTE NOyUeHHbIN obpaseL.

9.  Ecnu TpebyeTtcaA BbINONHWUTL BUOMNCMIO TON Xe TKaHu
eule pas, nostopute warn 6 u 7. NIPUMEYAHUE
Ecnu tTpebyeTca n3mMeHWTb yron BBejAeHMA
VHTpoOAblocepa, nepef M3MeHeHneM
NoONoXeHNA crneayeT BEPHYTb Ha MeCTO CTUeT.
lMepep B3AaTVEM 6UONCUN N3BNIEKUTE CTUNET.

10. N3BneknTe MHTpOAbloCep N3 mecTa
nposefeHna Guoncum.

BHWUMAHUWE! MNpepHa3HayeH ansa oAHOpPa3oBOro
MCMONb30BaHUA y OAHOTO MauueHTa. He ncnonbayiite, He
obpabaTbiBaiiTe U He CTePUAK3YIiTe NOBTOPHO. [loBTOpHOE
ncnonb3oBaHune, 06paboTKa NN CTepunmnsaLna MoryTt
HapyLWTb CTPYKTYPHYIO LLIeNOCTHOCTb YCTPOWMCTBA U/Unm
NpVBECTN K OTKa3y YyCTPONCTBA, YTO, B CBOIO ouepefb,
MOXeT NPMUBECTU K TpaBMe, 3a601eBaHMIO UNN CMepTH
nauueHTa. [lOBTOpHOE NCMNoONb30BaHMe, NOBTOPHanA
06paboTKa MU NOBTOPHAA CTepuIM3aLna yCTponcTBa
TakXe MOTyT CO3[aTb PUCK ero 3arpAasHeHna u/unnm
npuUBeCTV K MHGULUPOBAHWIO UM NepeKpecTHOMY
MHGULMPOBaAHMIO MalyMeHTa, BKAOYaA, NOMUMO
npouero, nepefayy MHGeKUNOHHOTO 3abosieBaHNA
(nnun 3aboneBaHNUin) OT OQHOTO NaUMeHTa K APyromy.
KoHTaMWHauma ycTponcTBa MOXET MPUBECTU K TpaBMme,
3a60M1eBaHNI0 I CMEPTY NaLMeHTa.

[laHHOe yCTPOMCTBO MOTYT MCMONb30BaTb TONbKO
MefNUNHCKMe paboTHUKK, NpoweAwne obyyeHune
RERONHBEIIEEER HHOV NPOoLIelypbl, BKNoYanA cnepyolme
www.nevacert.ru | nevacert.iu

STariol HOAIOTOBKa NaLMEHTOB, COXpaHeH1e 06pa3LoB
1 CNONb30BaHNe BMN3yann3aLMOHHOrO KOHTPONA nNpu
BbIMOIHEHUN YPECKOXKHOI Broncuu.

ow

© N

cumBon 3HAYEHUE

g Cpok rogHoctu: ITTT-MM-A1

Homep naptuun

Homep B kaTanore

CTepVIHVISOBaHO OKCNAOM 3TUNEHA

He ncnonb3oBatb, €C/iv ynakosKa
nospexaeHa

@ Lna OAHOKPATHOro UCroJsib30BaHUA

BHumaHme! GepepanbHblii 3akoH CLUA
RONLY | paspewaet npopaxy gaHHoro nsgenusa
TOJIbKO Bpayam WM No UX Ha3HauYeHo

[1nA nonyyeHnA 3neKTPOHHO Konum
npockaHupywte QR-koa nnn nepengute
no ccobinke www.merit.com/ifu n Beegute
naeHTMGUKaLMOHHbIN Homep elFU. [na
nonyyeHns neyaTHo Konuv obpaTurtech
B oTAEeN paboTbl € KnmeHTamu B CLUA

vnu Espone.

M3nenve MeanumMHCKOro HasHaveHus.
CrepunbHas ynakoska.
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TEMNO o

Evolutior.:

INSTRUCTIONS FOR USE

DEVICE DESCRIPTION

The TEMNO Evolution® biopsy system is a single patient use core
biopsy device. It is available in several needle gauge sizes and
lengths. The plungeris color coded according to the various gauge
sizes (e.g., green=20G, orange=18G, blue=16G, white=14G).”
INDICATIONS FOR USE

The TEMNO Evolution® biopsy device is used to remove, by
cutting, a specimen of tissue for microscopic evaluation.

STEP 1. COAXIAL TEMNO PLACEMENT

During the pre-procedure set-up, insert the biopsy device
through the coaxial introducer needle to verify compatibility.
Adjust sliding stopper on coaxial needle to desired calibration
level. Lock in place. Insert coaxial and stylet until sliding stopper
rests on skin surface. Image coaxial needle to make sure the tip is

on the surface of the lesion. Remove inner stylet.
-

STEP 2. TEMNO NEEDLE SPRING CHARGE

If using a 10 mm Notch Exposure, apply the spacer onto the
TEMNO needle and press fit firmly onto luer taper of TEMNO.
Charge TEMNO needle by pulling back on plunger until firm click
is felt indicating that the needle spring is charged. It is possible to
load the needle in two different positions.

« First Click =10 mm Notch Exposure (Use Spacer)

« Second Click =20 mm Notch Exposure (Do not use Spacer)

CANNULA
PLUNGER

STYLET
SPECIMEN NOTCH

STEP 3. TEMNO NEEDLE PLACEMENT

With stylet fully retracted, (i.e. specimen notch completely
covered by the cannula as in STEP 2) insert TEMNO needle into
coaxial needle. Press fit coaxial needle hub onto luer taper of
Temno or luer taper of spacer for 10 mm notch.

STEP 4. TEMNO NEEDLE EXECUTION
Press plunger with thumb to advance specimen notch into area to
be sampled. Image again to insure that notch is inside the lesion.
Press plunger past stop with thumb, automatically triggering the
cannula to close over the notch trapping the specimen.

a~

STEP 5. TEMNO NEEDLE EXECUTION
Draw needle out. Pull back on plunger to recharge the spring.
Push plunger to first stop exposing the specimen notch. Remove
tissue specimen from notch in stylet. Be careful not to push
plunger past first stop during this step.

CAUTION: For single use only. Re-use may result in a non-
functional product or contribute to cross contamination. Only
clinicians who have been properly trained in this procedure,
including patient preparation, sample preservation and the
use of image guidance for percutaneous biopsy, should use
this device.

WARNING
« Notintended for use in bone.
« Do notuse if package is damaged.

SYMBOL DESIGNATION
Use By: YYYY-MM-DD

Lot Number

Catalog Number

Sterilized Using Ethylene Oxide

Do Not Use if Package is Damaged

Single Use

B(ONLY Caution: Federal (USA) law restricts this device
to sale by or on the order of a physician

& Caution: Consult accompanying documents

Medical Device.
Sterile Package.



TEMNO o

Evolutior.:
PYKOBOJACTBO MO 3KCNAYA
OMUCAHUE YCTPOUCTBA

Cuctema ansa 6uoncum TEMNO Evolution® - 370 ogHopasoBas
cucTeMa TONICTOMTONbHOM (MYHKLMOHHOM) 6uoncun. YcTpoicTeo
MOXeT 1CNONb30BaTbCA C UFNaMN Pa3HblX KannbpoBs v ANVHbI.
MoplueHb MapKnpoBaH onpefeneHHbIM LIBETOM B COOTBETCTBUN
c Kannbpom no wkane fenax (Hanpumep, 3enexbin — 20G,
opaHxeBblil — 18G, crHnii — 16G, 6enblii — 14G).

MOKA3AHUA K NPUMEHEHUIO

YctpoiictBo gna 6uoncum TEMNO Evolution® npegHasHaueHo
AnA nonyyeHua o6pasLoB TKaHW (NyTem uccevyeHus) ana
MWNKPOCKOMNYECKOTo 1CCNe/joBaHuA.

LUAT 1. PASMEWEHUE B KOAKCUAJIbHOM
WHTPOAbIOCEPE TEMNO
Mpv NoAroToBKe K NpoLeaype AnA NOATBEPKAEHNA COBMECTUMOCTH
BBEAVTE YCTPOICTBO [I/1A GUONCUM B Uy KOAKCKaNbHOTO MHTPOAibIoCepa.
YcTaHOBUTE CKONMb3AWMNIA OFPaHUUNTENb Ha KOaKCUanbHON urne
B COOTBETCTBUM C TPeByeMbIM KanbpoBOUHBIM ypOBHeM. 3aduKcupyiite
ero nosoxeHue. Beogute KoakcnanbHyio UMy Co CTUIETOM, NoKa
CKOMb3ALNIA OrPaHNYNTENb HE COMPUKOCHETCA C NOBEPXHOCTBIO KOXM.
lMpu nomoLLM BU3yanusmnpyloLiero yCTponcTea ybeamTech, YTo KoHel|
YCTPOICTBa HAXOAUTCA B ouare. /I3BneKuTe BHyTPEHHNI CTUNET.

-

LWAT 2. B3BEAEHVUE ABTOMATUYECKOW UT/1bl TEMNO

Jina ucnonb3oBaHuA npopesun Ana obpasua 10 Mm ycTaHOBUTE

dukcatop Ha nrny TEMNO u € ycunuem HaxmuTe Ha l03epoBCUin

koHHekTop TEMNO. B3seaute urny TEMNO, oTTArneas nopueHb

[10 OTYETNINBOrO LeNYKa, KOTOPbI yKa3blBaeT Ha TO, YTO NpyXKnHa

vrnbl 1a. BO3MOXHO B3BeleHe Wbl B BE pa3Hble NO3NLK.

« TepBbli LWENYOK — BbICOTa NPoOpe3u AnA B3ATUA obpasua 10 mm
(ncnonb3yetca duKkcatop)

« BTOpOIi WenyoK - BbicoTa Npopesun Ans B3ATUA obpasua 20 Mm
(pukcaTop He ucnonb3ayeTca)

CTUNET
MPOPE3b [1/1A OBPA3LIA

LUAT 3. BBEAEHUE UTJ1bl TEMNO

MonHocTblo oTBeAA CcTueT Hasag (T. e. npopesb AnsA obpasua
NOJIHOCTbIO 3aKpbiTa KaHionel, Kak onvcaHo B LIATE 2), BBegute
nrny TEMNO B KoakcuanbHyto nrny. [noTHo coeanHuTe pasbem
KOaKCUanbHOW Wbl C NIO3POBCKUM KOHHEKTOPOM uUrnbl Temno
WK, NPU UCMONb30BaHNM Npopesun Ansa obpasua BbICoToin 10 MM, C
NI03POBCKUM KOHHEKTOPOM duKcaTopa.

LWAT 4. UCMOJTIb30OBAHUE UMbl TEMNO

[inAa BBeAEHUA HAKOHEYHMKa C Npopesblo B 06NacTb B3ATUA
o6pa3ua Ha)XmMunTe Ha NopLleHb 60MbLINM nanbuem. I'Ipm nomown
BU3yann3upylollero yCTpoiicTea NOBTOPHO y6eanTech B TOM, 4TO
HaKOHEUHVK HaXOANTCA B ouare. YAepXunBaa Uiy Ha MecTe, HaxmuTe
Ha nopweHb 60nbWwnm nanbuem, 4To NprBe[eT K aBTOMaTU4eCcKomy
3aKpbITUIO NPOpPEe3V KaHionel ¢ 3axsaTom obpasua.

~

LWAT 5. UCNOJIb3OBAHUE UTJ1bl TEMNO

V3Bnekute urny. OTTAHNTE NOpPLIEHb ANA NOBTOPHOrO B3BeAEHUA

NPYKUHbL HaxmyTe Ha noplueHb o NepBO ocTaHoBKY. Mpu 3ToM
EUYHUK C 06pa3u0M. U3Bneknute 06pa3eu TKaHu

13 Npopesun Ha cTuseTte. Ha 3Tom aTane cneanTe 3a Tem, 4To6bI

nopLIeHb MPY HaXkaTui He MPOLLEN Janblue NepBoil OCTaHOBKN.

BHUMAHME! lNpeaHasHayeHo 41 OAHOKPATHOrO UCMO/b30BaHNA.
nOBTOpHOE NCrNonb30BaHME MOXKET NPUBECTU K HEUCNPAaBHOCTA
VAN NepekpecTHOMY 3apaxeHuo. 3TO YCTPOICTBO NpeHasHaYeHo
ANA NCMOMb30BaHNA UCKMIOYNTENIbHO Bpayamu, cneluanbHo
06YyUeHHbIMM NPOBEAEHNI0 TaKol Mpoueypbl, BKAOYAA
NOAroTOBKY MauMeHTa, COXpaHeHne 06PB3L[OB n ncnonb3oBaHue
BM3yann3npyoLnx MeTOA0B KOHTPOSA qpecm)«Hoﬁ 6roncun.

NPEAYNPEXAEHUE.
+  YCTPOVICTBO He NpeAHa3HaueHo AnsA 6roncun KOCTHON TKaHU.
« He ncnonb3syiiTe, ecnun ynakoska nospexaeHa.

CUMBOJ 3HAYEHUE
2 Cpok rogHocTu: [TTT-MM-41

Homep naptumn

Homep B KaTanore

CTepI/II'I N30BaHO OKCMAOM 3TUNeHa

He ncnonb3oBatb, ecnn ynakoBKa nospexjeHa

® ,D,I'Iﬂ OQHOKPATHOIro UCrosib30BaHUA

BHumaHune! OepepanbHbiit 3akoH CLUA
RONLY | paspewaer npogaxy aaHHoro nsgenvis tonbko
Bpayam Uau no Nx HasHauyeHuio

& BHumaHue! O6paTnTech K CONPOBOANTENBHO
[IOKyMeHTaLum

MepuuuHckoe nsgenve.
CrepunbHan ynakoska.
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