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I. Name of the product
HAN(i&GO nr «ASIC
Catalogue number R4900088

1. ManuTlacTtrer acldi'es.s. phono, email

Rai\l) S.p.A.
via Slaiale 12. 62

41036 Medolla (MO)

Italy

photic; -39 0535 442983

fax: 1.39 0535 6606.Ul

email; itiro”wraiul-biolech.eom
WebSile; wvwv,rand-biolech.com

3. .4u(hori/ed i4-pi‘esenlati\e in iGissia

( oinpany name: Riocomnicrce l,id
l.ega) and mamifacturingsite: Kulakova street 20. building
Moscow 123592
Russia
lelepHone/l'a\ N(j. Tcl. (7(495)7X1-17-87
r.mail: infivdibiocommercc. ru
Weh.site: \A\w.biwommcrcc.ru

4. Designation of the set with indication of the potential consumer
Disposable device maiuifacturcd/assernbled by RANI). Not made with natural rubber latex. Made of non-
pyrogcnic, noil-toxic and biocompalible maierials according lo ISO 10993 standards and in relation with the
iluendcd usc.
Specillcally designed tor use in oncology for intrapcriUineal and intrapleural hy|4.Tthcnnic perfusion,
I ach ' IAK<.i&G(>111 RASIC™ (code K9000()X8) coniains the follow ing devices;
1“llangt'ttio 111 btiuipmcnl” line sel.
1‘4lang&Go fable Pack” line sei.
Ilie ilcvice is intc-nded for professional use. file procedure must be carefully and conslatUly controlled by
tivalillcd personnel trained in use of the device.

5. RLsles of the use, possible side effects, their elimination
Ihcre is no evidence of side elVecls specifically related to the use of the product, fhe device is
contraindicated for procedures IUJtside of tlie inlcnded use.
rile device contains phlhalates. Although it has been demonstrated on experimental animal models that
DbHP and other phlhalates eonlained in PVC may cause hepatic and endocrine alterations, especially in the
reproductive system, ihcre is no proof of a similar effect on man. I! is however reasonable to exercise due
prudence having a physician assess the cost/bcncfll ratio of a treatment during which there is extended
exposure by direct contact of PVC with blood or plasma in subjccls considered at risk, such its pregnant or
breasl-fccding women and children.
PVC medical devices must nol be used lor infusion of lipid-hased drugs (e.g. Paclilaxcl) ca)iable of
extraciing DUIii’ Ol otherwise incompatible wvitli piithalalcs. 1l is recommended lo curcfuily read the
intomialion leatlci on ilic drug lo he inluscd before using ihc device in tirder to e.xeiudc any incompatibility .
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< Spccincutioiis
Rccommemied perfusion flow: up to 2000 mI'min
t'perating icmpcruUirc: >7to 16'4’
Overall priining volume of llie cxtraeorpoie*al circuii (including the luble pack lines): 5(M) ml
Overall priming \olunie: I0DO ml (including a miniimiin 500 ml level wilhin (lie llllered reservaoir).

7. hitoriiialitm on the main cliaracteristies of the operation, (he conditions of transportation and

storage of (he set
Kor the main characlei istics of the o|>eration, see additional inforinalion.

Storage eondilions are indicated on label in form of symbols, fhey are refaesenled here below. /1N symbols
arc explained in local language in ihe insh uctions for use.

M /-350C
M 95°F
AI\ b~rcA
ATP
Keep away Temperature Keep dry
from heat limitation

'flic storage lemperaturc must be within 15C® ¢ +.A5C” Keep the prtxJucl into its original packaging out of
light and humidity. |ran.spoil and/or storage conditions other than those prescribed may cause damages to
the device. Sterility is guaranteed only if the sterile packaging is not wet. opened, damaged or broken.

8. Informalion on lhe sterile condition of the product and the method of its .storili/aiion
1lhe pHHiuet is sold sterile and for singlc-use/singlc-patient only. It cannot be reused or rcsicrili/ed.
I he product is slerilijicd by ethylene oxide, and it has a shelf life of 3 years from the date erf sierili/ation. as
indicated on the label.

). liifoi niation nl know ti restriction on (he joint use of niedicul devices
lhe IANG/~GO Il UASIC has been s”™x'eiricalls designcil lor use in combination 4sitli the Kanl)
» RKORMI RIM

10. Information on precautions for Ihe use of a medical do icc
All the precautions arc given in the instructions for use provided with ciich set. Please refer to annex | IflJ.

11. Manufacturer's warranty
Ranf) gives a warranty of 3 \cars from the date of stenli/ation. which corresponds To the product shelf life.

12. Disposal
As described in the instructions lor use. di.sposal of used device should be in compliance with the applicable
regulations in force in the counii-y of use for contaminated products.
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13. l'uiu'tiurial characleristics
ITAN (i& (i() )(1 HASK is a disposable sol of extracorjxRcal circulation lines and bags. spccificalK
designed, realized and asseinbletl b> Rani) to be used in eonjunclion \Nilh KanD RL.KI OKMT.K 111
cquipfiienl in HIIMtC (li\ [H'rlhcnnic inira-peritoneall/inlra-plciiral perfusion) tivatinent. I'he set is conipt)sed
ol cuinpunents made ol plasile pulMticrs Tlie ile\ice is slerililed b\ ctlislene o.vidc. non-p\rogenic ami
intended lor single-use unls', biocompafible Ibr its intended use according to ISU 1()d9) siandard.s.
1lhe ILANCI~Cit) ] MASIC' is composed of the lollowing main pans.

I".quipment lines set lable pack lines sci Heating bag and waste bag
[reservoir - lubes) (infusion and willulrawal lines)

| he picture below represents the (luidie scheme ol an IIIP| C treatment;

riuidic scheme of Hyperhermic Intrapentoneal Perfusion

OPfKA IION.Al. DIK'UMKNTATION MANG<K:(i(.) N BASIC
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Fluidic scheme of Hyporheimic Intrapleural Perfusion

14. Information on liie main charactcrislic.s of titc operatimi
lhe lilPIX" piiX'citure consists of perlusing the peritoneal or pleurnl cavity with a deimeJ vohimc ofclcar
solution, also enriched hs the phvsician with cltcmofhenipeutic apents. at a controlled temperature lypicalK
rangine I'rom 41 to 4?'*C. loi a duration accorditia to a protocol selected In the phssician. The treatment can

be carried out (>n open ui closed peritoneal oi pleural ca\il>. lion tspicalK ranges Irv'in 500 to 2000
ml."'min, !he procedure consists o( diree pltascs.

tIKC 111 PRIMING / SOLI''ION WARM-U!" belbrc connecting the Patient, the system autotnaticnlK
carries out the M,ANCIi(!t(j(> H | tubing / reseivoir filling with a volume according to the Ihera|>eutic scheme
in use. L)y means ol'tlie IM KIOKMf.R H T PM1 pump rno\emenl. tlie fresli phy.siological solution is taken
from the hay. poured in the icservoir up to the desired vohune, and reeirculaied Irom the reservoir to the
heater bag ami then back to ttie reservoir to ix‘ wanned up lo the desired letnperature.

P.AIIf N1 111 ILIN(i/SOI LillON Rb( IRCULA'liON: (Mice tiie surgeon has placed the inllow and outllow
catheters (up to 6) in the peritoneal / pleural cavity via .surgical inci.sion in the skin, and the solution has
reached ihc desired temperature, the surgeon eoimeels tlie Patient's catheter.s to the tIANCi”.(j() I T lable
Pack lines. Once lhe tUiid In the Patient's cavity has reached the set volume, liie solution is pumped back

from the Patient into the rcscivoir. tficn again through liie heater and to the Patient and so on. keeping a
continuous circulation.

RINSING « 1VIPTYINtj at the cud 1T the procedure, the system gives the piissibilitv to rinse the cavity,
than the [Ki istaltic fnimp WNanelera the evimusied sohilii'n \o ihe leserv otr ;uid wasle hag.

15. list of applicable iiationai .standards
(ienonil standards

I N ISO 14471:2012 Application of risk management to medical devices (ISO 1447 1;2007?)

( I'I'i.N 60K12:20(H> Annlvsis teelinirjues for system relinhiliiy - PrcK'edure tor Iailure iikklc and
elleets anulv.vis (FMPA)

M 1S0 2X.5V-t;200: Sampling procedures for inspeclit>n hv aUribules Pail 1. Sampling scliemcs

inde.xed b\ aecepUmce qualiiv limii (AQi .) lor lol-hy-lot inspection

Packaging and labeling
r.N 480:2008 "vmhoLs lor use in the labeling of'medical dev ices

HIM RAIIONAI DOCOMI N1 ATION IIANGAC.O il | MASK
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liN ISO  322.3-1:2016

I'N 1041 20(m
bN ISO  1607-1:2000

I NISO  1607-2:2006
DNI £.N 868-5:2000

ASIM D4160 00

AS'I'M T 1080-07

AS 1M K1886-05(2004)
ASI M F1020-08 (2012)
Biocomp atihility

h\ ISO 0003-r:00/N1C:L
FN ISO 0003-4_’(H00
KN ISO 0003-5:2000

i;n ISO 0043-7:08/4C:00
i-n 1ISO 0003-10:2013
I.N 1S() 0003-11 2000
bN ISO 0001-17:2000

Notice 36

Situ’ilf/altoii and sliell-hff
FN 556-i;2001/AC:06

I N ISO 11 135.1.2007

INISOlinS-1:2017

[,N ISO 11 138 2:2000

Rand S.p.A.
Via Statale t2. n.62 41036 MEDOLU <MO)

Tel. *39 0S35 49283 Fax .39 0535 660636
D E-mail info@rand-biotecti.coin Web: www.r*nd-bjotech.com

Mc'dical devices - Symbols lo be used with medical device laliels, labeling
and intormalioti lo be supplied - Pari |; general rctpiirements (ISO 15223-
1:20! 6)

Informanon supplied by tlie manufacturer of medical devices

Packaging lor terminally sterilized medical devices Fart 1. requirements for
imnerials. sterile barrier system and packing system (ISO |1607-1 ;2006)
Packaging tor terminally sterilized medical deviee.s ¢ I*arl2: V'alidaiion
rcgmretneius for furmiiiL'. scaling and asscmblv processes (1SO 11607-
2:2006)

Packaging bit terminally sterilized medical dcvicc.s. Part 5- Scalable pouches
and reels of porous materials and plastic film constrtictiim - Kequiremenis
and lest metliods

Standard practice for Perfonnance testing of shipping Containers and
Systems

Standard Cniidc for Accelerated Aging of Sterile Danier Systems for

Mcriical Devices

Standard Test method lor determining integrity of seals of medical
packaging by \ isiial inspection

Standard Test method lor tieiecling seal leaks in porous medical packaging
by (lye penciralion

Biological cvalualion of medical devices - Part | ; Tvaiuation and testing
within a ri“k management process (ISO 10003-1:2()09)
Biological evaluation of medical dc\ ices - Part -4 Selection of tests lor
interactions with blood (ISO 10003-1:2002. including Aind 1;2006)
Biological evaluation of medical devices - Pail 5: Tests for in vitro
cyloi(iicit\' (ISO 10003-5:2000)
Biological evaluation of medical devices - Pail ?: Ivthylcne oxide
sterilization residuals
Biological evaluation of medical devices - Pan 10: lesls lor irritation and
skin .sensitizatiim (ISO 10003-!0:2010)
Biological c\ alualion of medical devices - Part 11: lesls for systemic
toxicity (1S(.) 10003-1 1:2006)
Biological evaluation of medical devices - Pail 17; bstablislimcnl of
allowable limits ftr Icachable subsiances (ISO 1000V 17:2002)

iuidelines for Basic Bitilogical tests of Medical Materials and devices™ in
m(iiiide to Medical Device Registration in Japan” published by Yakuji Nippo
l.td. 1005.

Sierili/aiion of medical de\ ices - Requirements for medical devices lo he
(Icsignalcd ‘S | PKJI-." - Pail 1: Requirements lor terminally sicrili/cil
medical devices

Sterilization of health care products - Kthylcnc oxide - Part 1: Requirements
for development, validation and routine contic"! ol a sterilization process I'or
inediciit devices (IS(.) 11 135-1:2007)

Sterilization Of | lealth Care Products - Biological Indicators - Pan 1:
General Re(Juireinonrs

Sierili/aiion Of | lealth Caie Prodiieis - Biological Indicators - Pan 2;
Biological Indicators | or nthyicne Oxide Sterili/ation Processes (ISO
11138-2:2006)

(tPhRAVIONAI. DOCIIMRN'IAIION MANG&GO hll BASIC
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ENISO |1 1777-1:06/AC:0°J

\y 1SO 11737-2:2()()0

ASI'M n 980-07(201i)

Controlled environment
FN ISO 14644-1:2015
HN ISO 14648-1:2003

r-N ISO 14698-2;03/A(":06

Design
KN 1707:1'N6

i:N 62366;20()8
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Sterilization of medical devices - Microbiological methods - Part 1:
Dcterniinailon of a population of microorganisms on products (ISO I 737-
1:2006)
Sterilization O f Medical Devices ¢ Microbiological Methods - Part 2 - Tests
(7f Sferiiity Pciionncd In | he Vnlidaiioii O f .A Sterilization Proee.ss (ISO
J 1737-2:200%)
Standard rmidc for Accelerated Aging of'Sterile Hairier Svstem.s lor
Medical Devices

Oleanrooms and associated controlled environments - Pari |; Classillealion
of air cleanliness (ISO 14644-1:201 5).

(.'"lcanroonis and associated eonirolled environments - Hiocontamination
control. Part |; General principles and methods (ISO )4648-1:2003)
C'lcanrooms and associated controlled cnvironmcnis - Hiocontamination
control - Part 2: Elvalualion and interpretation of biocontaminalion data (ISO
14648-2:2003/Cor. 1:2004)

Conical fittings with a 6 % (Liier) taper for syringes, needles and certain
otlicr medical t4|uiprnenl - | ock fittings

Medical devices - Application of iisabililv engineering to medical devices
(1rcC 62366:2007)

(Pi:i<A'HONAI. DOCUMKN'l ATION IIANGcfe(K) 111 BASK
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K». Annexes

15.1. Annex | 1M HANC(&(i() m BASK

o R AN o

R9900067: HANG&GO HT §12 93/42EEC
R9900110: HANG&GO HT FR §12- 93M2EEC
R9900127: HANG&GO HT BASIC FR §12- 93/42EEC
R9900088;: HANG&GO HT BASIC CC s

& Kit for Hyperthermic Perfusior®

O Kitper Perfusione Ipertermica

@& Kit Pour Perfusion Hyperthermique

CD Set fUr hypertherme Perfusion

@ Kit para Perfusidn Hipertermica

<B Hipertermik Perfuzyon igin lakim

CDKit voor hyperthermische perfuste
<FCunctema gnsa rmnepTepmuyeckon nepdysmm
CD Zestaw do perfuzji hipertermicznej

@ Komplet za hipertermidku perfuziju

@ Hipertermines perfuzijos nnkinys

& Kit fdr hypeflerm perfusion

® KomnaekT 3a xunepTepMmuyHa nepdysus
CD Smt til hypertermisk perfusion

@® Komplet za hipertermijsku perfuziju

@ Souprava pro hypertermickou perfuzi
@& [vnepTepMukanbik Nnepdy3ns YUMH XuUnak
© Kitpara Perfusio Hipertermica

OPERATrIONAI. DOCUMr-NTATION HANtj&CHJIH BASIC
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DESCRIPTION

Di"poMWe device manufadured assembled by RAND No» made nWb natural fubber latex Made of non-p>4ogeoic, non-toxic ard
bilocoTpabble materials according to 1S 0 10993 standards and mreatwi with the intended use

Speci6caly designed for use m oncology for mtraoentoneal and intr*ieyral hypertfemvec perfusw.

Each 'HANG4GO HT' code R9900057] mt contains the foitowmg devices
1'HangSGc h T Eoupment line set ‘code R9900C?4i
1 KaogAQo TBble Pack' line seticode R99000T5>
6 round silicone Catf'eters Ch 24 icode R990007: m
3 'Mon-a-iherm' temperature prices icode 90050i

Each -HANG4GO HT FR' (code R9900110) kit contains the follo*mg devices
1 HangSGo HT Equipment’ Ime set icode R9900074).
1'Hang&Go Table Pack' bne set (code R9900075)
6 round Silicone Catheters Ch 24 (code R9900071>
3 TAm-d-therm' temperature [wohes (code 90050)
1 "Flow Reverse' (code R9900101).

Each 'HAJAGSGO HT BASIC FR (code R9900127) krt contains die foHowiog devices
1'Hangii® HT Equipment' line seticode R99W)074).
1 'Hang&Go Table Pack' line seticode R9900075i
1 ‘Mon-a-therm temperature probe icode 90050)
1'Flow Reverse' (code R9900101)

Each 'HW4GSGO HT BASIC (code R990008Bi contains the followiog devices
1 'Hang&Go HT Equifxnent' ime set (code R9900074).
1‘Han”Go Table Pack* line seticode R99CDO75|

TECHNICAL FEATURES

Recommended perfuSiOn flo-A up to 2000 ml m-n

Operating temperature 37 to 46*C

Overall pnming volume of the edracorporesi circuitimduding the table pack hnes/ 500 ml
Overat! pnming volurne 1000 ml tinctudmg a mimmurr 500 ml level within the filtered reservoir)

INTENDED USE

Disposable devices intended to recVculale filtrate and perfuse clear solutions, also ennched with chemotherapeutic agents, in the
thoracic or abdominal cavity The devices are intended for use up to 6 hours, m regional cancer hypertermic therapies following
surgical reduction The devices can be used safety in conjunction vnth the med>cal devices listed n toe paragraph ‘Medical devices
useable m corrtoination

SIDE EFFECTS AND CONTRAINDICATIONS
There is no evidence of side effects specificaMv related to toe use of toe product. The devKe is cwtraindicated for procedures
outside of the mtended use

SAFETY INFORMATION
The mtormabon to draw toe attention of the user to poleniaily dar*erous situaNons and to ensure cwrect and safe use of tne device
are indicated m the text as follows

WARNING [precaution]
iiidirates serious adverse leactions and potential safety Indicates any special precaution than toe user must exercise
hazards for the user and/or the patient that can occur lor safe and effective use of the dev>ce

both during proper use or misuse of the devtce and also

the limtlatlons of use and the measures to be adopted In

such case

Below follows some general safety mtormetion for proper use of toe device Furthermore, specific safe”-related information is gr>en

m the mstructions for use where they may cwvWon the operabon to be performed
Fcr further mformation and or m case of corr*amts contact Rand drecfly or toe authorised focal representative

Hang&(30 HT-1
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WARNING

The u&er must read and understand all user information prior to use Failure to read and follow all instructions, or failure
to observe all stated warnings could cause serious injury or death to the patient

The devices are intended for professional use only The procedure must be carefully and constantly controlled by
qualified personnel trained in use of the device

The device contains phthalates Allltough it has been demonstrated on experimental animal morfels that DEKP and other
phthalates contained in PVC may cause hepatic and endocrine alterations, especially in the reproductive system, there is
no proof of a similar effect on man It is however reasonable to exercise due prudence having a physician assess the
cost/benefit ratio of a treatment during which there Is extended exposure by direct contact of PVC with blood or plasma
in subjects considered at risk, such as pregnantor breast-feeding women and children.

Visually Inspect and carefully check the devices before use. Transport and'or storage conditions not conform to the
specifications may have caused damage to the devices

Sterility is guaranteed only if the sterile packaging Is x>t wet. opened, damaged or broken Do not use the devices if
sterility cannot be guaranteed

Check the expiry dale shown on the label attached On not use the devices after this date

The devices must be used immediately alter opening the sterile packaging

For single use only Reuse of the devices brings with h the risk of cross-inieclion regardless of the cleaning or
sterilization method used

Do not resterlllse do not undergo any further processing Resleriltzation may not be effective and may compromise the
integrity of the device thus resulting in unintended injury

Tubing should be connected in such a manner as to prevent kinks or narrowings.

Avoid alcohol, anaesthetic fluids, or corrosive solvents from coming irtio contact vdth the devices as they may jeopardize
the structural integrity

[PRIECAUTIOM

« Never unpack or prepare the table pack lines dose to the patient's surgical wound Detachable parts not well secured
could fail Into the patient's cavity without being noticed

» After use, dispose of the devices in accordance with the applicable regulations In force in the country where the device is
used

INSTAILATION
Refer to “Tubing set-up ' in the Performer HT user's manual

Perform Uie procedure using an aseptic technique

CIRCUIT PRIMING PROCEDURE
Careful!)' follow the step-by-step mstructrans provided trt the PERMORMER HT users meruai for a correct pnming of the disposable
Circuit

[pPReCAUTION:

1) For pruning artd rinsmg procedures 6 g recommended to use at least 2000 ml cf stenie saline solution

21 During these phases, it is advisable to lighUy tap the outside of the tubing in order to laol'tate bleeding all the ae from fre circuit,
especially from low flow segment

THERAPY
PREPARATION. PATIENT FILLING PHASE
Refer to 'Preparation to Patient tilling phase' Inthe Performer HT user s manual

IPRECAUTIONI

Select the appropriate volume and temperature on the equipmeni and load the volume of soiutiOfi to perfuse the patient, in iin3
phase carefully ensure that the air coming from the withdrawal table pack is adequately held back and or elimineted by the filfrabon
system mlegrated m the reservoir hur>g on lhe device scale

WARNING
The surgical team Is directly responsible for the correct catheters placement as well as for selecting catheters different
from those included m the kits R9900067 and R99001 tO

Mang&Go hT-2
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M« above mentioned devices have been designed for use up to a maximum pressure of 500 mmHg: Rand is not
responsibie for Improper setting of the parameters or accidental over-pressurization of the devices exceeding this safety
limit

TREATMENT GENERAL NOTES

- For a correct execubon of this phase foikwv the condftions and the «d»cabon5 provided with the PERFORMER MT user s rrvwuai
ounr-e perfuscr it is advisable to check the state of saturabcn bl the filters iniegated m the semi-ngid reservoir hung cn the
equipment scale Irrespectively on the patients paJtoiogj Ireatmerit duraticr and surgical approaches “closed or open atxlomen
perfuseni make siee that the fillers aie pervious throughout the treatment phase by mcr.-tonng the visualized pressures on the
PERFORMER HT sc'een and by visuaify cross-checking

RANO advises to reach the nght treatment parameters gradually to ensure a proper therapy start as wen a3 a correct ireabneni
e«ecutx)n

TREATMENT DRUG fNJECTtON (OPnONAL)

- Rand suggests mjechng medicatron or actve molecules through the Clave connectors «bkiei miegrated at different points m the
CffClUt

« In Older to obtain the best therapeulic 'esuH it is advisable to mieci drug oniv when lhe perfused district has aiready reached the
required Ireatment tempefatu'e

WARNING

Every decision about the temperature level, duration of the perfusion and catheter posKtoning is remitted to the physician
responsible of the therapy, as well as the dosage and drug mjecfion method consistentwith the established usage fimits of
Rand devices

The compatibitity of use of the quoted devices wtth some commonly used medications - at the discretion of the physician -
In Intraperttoneal andtor intrapleural hyperthermal perfusion treatments has been appropriately verified by careful review of
sclentiflc literature and analysis of clinical test data relating to use of commercial medicattons based on the following
active Ingredients of consolidated use CARBOPLATIN CISPLA7IN MITOMYCIN C. ADRIAMYCINAXIXORUBtCIN,
IRINOTECAN, MELPHALAN and OXALIPIATIN Rand does not assume any lesponsibllily for use of the devices in
combination with medications or preparations not previously evaluated

PRECAUTIONI

P'/C medical devices must rwt be used for infuston of tiprd-based drugs re g PaciiUxei* capable of extracting OEHP or odwv.ise
incompefeble with phthaiates Wis recommertded to careftjky read the infermatior eeflel on the drug to be >nfueed before u5>ng the
device in order to exclude onv mcompatibriity

END OF TREATMENT LIQUID RINSING AND RECOVERY
Intra-pentones’ and w mtra-pleurai hypertherma’ pef5jSion treatoients mc'ude a recovery and a nnsmg phase At the end of fhe
therr*v phase a sinujitaneous recovery and nnsirrg phase is staoed tor the remc.ai of the solutiop used for hypeftoermai perfusion
and of possible waste products These steps are accomplished by perfusing (he anatomicel district with a predetermined volume of
fresh washing solution Due to potential high residual toxtcdy of the perfusion sotutons and to allow the ntedicai staff to perform safe
perfusion and rtnsing i*quids recovery arto disposal procedures blo'/1 the indicattons below

RINSING PHASE
Referto 'Preparation to rinsing phase” In the Performer HT user's manual

COMPONENTS REPLACEMENT

As a precaution a spare devtce should always be available during prim>r"g ar>d therapy phases if you believe that a particular event
tsuch as msufftoent performances, leaks filter saturation etc) may affect the patientuse' safety interrupt the treatment as
explatned m the PERFORMER HT equipment operafing manual (Sectton Forced Interruption of the Treatment i and proceed to toe
line replacement

MEDtCAL DEVICES TO BE USED IN COMBINATION
The disposaoie devices manufactored by RANO have been specifically designed for use in combinabon wito the RAND
PERFORMER HT equipment

Hang&Go HT-3
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The compatiftjlity ol ipse of the Mon-a-therm tem{»ratufe pfobes icctde 90050) with the PERFORMER HT machine has been
adequately estabirshed

The Ch24 round nkone Caiheteraicode R990CO0Ti»have beer specificall.-desijned % use in comtunation r>et the 'Infusion Table
Pack /code R2500158i and 'Withdiawel Table Pack (cede R2500157) Irrws

The Row Reverse icode R9900101: is w accessory intended to be connected beueen the Harg&Go eouiprrtent lines arid frie table
pack knes For sel-up and use of this accessory please refer lo the ‘nst'uctons for use provided in the Floa Reverse package

WARNING

The compatibility of use of the devices listed in this Instruction leaflet has been appropriately proved and verified through
In vivo and In vivo tests. Rand wiii not be liable for any consequences, problems or malfunctions deriving from the use of
the system in conjunction with different devices rwt previously evaluated

LIMITED WARRANTY

Thi$ limited wairanty is In eddition to any statutory tights ol the purchase/ pursuant to apphcable law

RAND warrants all reasonabie care has been taken in the manufacture of this medica device as required by the naiure of the
device and the use fev which the device is tniended RAND ‘warrants that the n>edicai device is capable of lunclionTg as indicated in
the current nsiruction for use when used in accordarree with them by a qualified user and before any expiry date mrScated on the
packaging. However. RAND canned guarantee that the user wii use 9te device correctly, nor that the «Korrect diagiwsis or therapy
and or that the parucuiar physicaf and biologicel tiiaractehstics of an >ndi'vidual pabert do not affect the performa/Kes and
effeebveness of the device with damaging consequences for the patient even though the specified instruction for use have been
respected RANO whiist emphasizing the need to adh”e sfrictly to tt>e v'Stnjcbon for use and Ui adopt all the Fxecaubons necessary
for correct use of the device cannot assume any responsibility for any loss damage eig>ense ncidents or consequences ansmg
directly Of indirectly from the imprcper use cf this device. RAND undertakes to replace the medical device m the event that it is
defecfiv* at »ie lime of placing on fte market or whilst being shipped by RAND up to the time of delivery to the final user unless such
defect has beer caused by mtshanditng by the pwchaser The above replaces a4 other warranties explicit or inplicit written or
verbal mauding warranties of merchantabilit) aid fithess for purpose. No person, includeyg any representafi.e agent, dealer
distributor or intermediary of RANO or any olher industrial or commeraai organoatjon is authorized to make any representation or
‘warrant' concerning this medical de-vice excepted as expressly stated herein. RANO disclaims any warranty of merchantability aid
any waranty of fitness tor puipose with regard to ffus prruct other than what is exp”ssfy staled herein The purchaser undertakes
to comply with the terms o* this limited warranty and m part<uler agrees, h the event erf a dispute or libgaboo with RAND not to
make claims based on ateged or proven changes or aiterabons made to Nds Limited Warranty by any representative agent dearO’
distributor G3 (/lrer intermediary. The existr-g relat'ons between the parlies lo the contract (also m the case that it is nol drawn up in
writing) to whom lhis Warranty, its interpretation and execution. roib<re excluded ard or reserved, are regulated e.xclusiveiy by frie
Italian law andjunsdtehon The court chosen is the Court of Modena (ttaly;

HengSGo HT-4

01*bl</11 IONAL UtX UMTfiN TAI'ION I1L.AK(i~< i() I(T MASK 15

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



Rand S.p.A.
Via Statate 12. n.62 -11036 MEDOUA (MO)

Tel. 0535'19?«3 Fax *39 0535 660636
A N D f -inai( if>i0":>raiid-bk)tech.com Web: www.fand-biotech.com
,(Mndcn.i)
ENGLtSH
CAUTION"’

1) Before starting check once more that the devices connected to the circuit and/or used in
combinaiion with n are correctly filled

2) For an adequate therapy monitoring connect tlie temperature probes cabling to the
appropriate lacks on the HTS module of the PERFORMER HT system (from T1 to T8)*

« By using the appropriate cable, connect the temperature probes located on the
A/V line to channels T1 and T3 on the HTS module

« By using the appropriate cable, connect the temperature probe located on the
A/V line to channel T2 of the HTS module:

¢« Connect any other temperature probe to the corresponding channels on the
HTS module, if appltcable
3) Open the external package, release the R2500183 A'V line table pack and clamp both the
venous cannulae return Ime and withdrawal cannulae line Remove the "U' silicone
connector svhich joins the withdrawal and infusion segment line and connect them
respectively to the venous and arterial cannulae previously positioned in the perfusion
district vascular accesses
4) When the blood begins to flow inlo ih© circuit start the oxygen flow towards the oxygenator
gas inlet To avoid gas embc”i in the blood circuit make sme that the pressure mside the
blood compartment is always higher than the pressuie m the gas compartment
5) RAND advises to reach the right treatment parameters gradually to ensure a correct

therapy start

WARNING

The ILP devices have been designed for use up to a maximum pressure of 500 mmHg.
Rand accepts no responsibility whatsoever for improper setting of the parameters or
accidental pressurisation of the devices to levels incompatible with the stated limit.

THERAPY

GENERAL INSTRUCTIONS:

For a correct execution of this phase. (oHo'n the indications provided with the PERFORMER

HT equipment (user s manual and equipment display)

* During the extracorporeal circulation phase it is recommended to continuously monitor the
level of the blood drained from the limb / ixgan venous oxygenator reservoir, and properly
adjust the blood flow to avoid the total depletion of the venous cardiotomy reservoir and the
consequent possible access of air in the blood circuit

- Few minutes after the therapy start it is recommended to check the blood gas composition
(by means of a hemogasanaiyZ2er). if necessary correct the oxygen concentration of the
ventilation gas (Fi02) bv turning the mixing flowmeter adjustment knob

- Constantly monitor the correct dose and efficacy of ihe adopted anticoagulant treatment
before during and after the therapy

DRUG INJECTION (OPTIONAL)

*« Rand recommends to inject the drug directly inlo Uie oxygenalor venous reservoir or through
the appropriate clave-connector fitted to the oxygenator inlet line, code R2500184
In order to obtain the best therapeutic result it is recommended to inject the drug only when
the perfused limb/organ has already reached the therapy established temperature

ILP HT. 4
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WARNING

Every decision about the temperature level, perfusion duration and cannulae
positioning is remitted to the physician responsible of the therapy, as well as the
dosage and drug injection method, in accordance with the established usage limits of
Rand devices.

The compatibility of use of the quoted devices with some commonly used medications ¢
at the discretion of the physician - in isolated hyperthermic perfusion treatments has
been appropriately verified by careful review of scientific literature and analysis of
clinical test data relating to use of commercial compounds based on the following
active ingredients of consolidated use: TNF*a, AORIAMYCIN/DOXORUBICIN.
OXALIPLATIN, and MELPHALAN. Rand does not assume any responsibility for use of
the devices in combination with medications or preparations not previously evaluated

fCAUTIp/

PVC medical devices must not be used for infusion of lipid-based drugs (e g Paclitaxel)
capable of extracting OEHP or otherwise incompatible with phthalales It is recommended to
carefully read the information leaflet on the drug to be infused before using the device in order
to exclude any incompatibility.

THERAPY COMPLETION, RECOVERY OF FLUIDS
| RT mtherapies contemplate the recovery of the fluids used dunng the hyperthermic perfusion
which may be used in combination with drugs Due to their high residual ioxicity level the
perfusion fluids must be physically isolated ana collected separately To this purpose the "ILP"
circuits provide a special system for the recovery and management of the fluids used during'
the therapy The entire volume of such fluids, in the worst-case scenario can be collected in
suitable waste bags (code R2500180) that allow a safe managemeni of the emptying phase

RINSINOf/REINFUSION PHASE;

Before activating this phase.

- Hang the solution bag to be used for the rinsing procedure on the stand,

¢ Connect the additional 5 litre waste bag (code R2500188 included in the set) to the
connector fitted to the A/V line, code R250018.3

PARTS REPLACEMENT
As a precaution, a spare device must always be available during the priming phase and in the
course of the therapy
If you feel that a particular event (such as insufficient performances leaks, abnormal blood
parameters et c ) might affect the patient/user safety, proceed to the line replacement as
explained in the PERFORMER HT equipment operating manual.

MEDICAL DEVICES THAT CAN BE USED IN COMBINATION
the ILP HT line set code R9900086, has been specificaliy designed for use in combination
vMin the RAND PERFORMER HT apparatus
The line set has been optimised for connection to oxygenators wtiose specifications are
compatible v~lh those set out in the paragraph "technical specifications and which are fitted
with the following connectors 1/4' connector for blood inlet and outlet. 3/8" connector for ngid
venous reservoir and Hansen-type connector (or the heat exchanger.

WARNING

The compatibility of the devices listed in the present Instructions has been proved and
verified with significant in vitro and in vivo tests. Rand wilt not be liable for any
consequences, problems or malfunctions deriving from the use of the system in
conjunction with different devices not previously evaluated.

iLP HT-5

OIM'RA HUNAI. 1))CUM1;N IAHON IIANG&(iO m BASIC' 17

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



Rand S.p.A,
¥ia Statate 12, n.62 - 41036 MEDOLLA (MO)
Tel. «39 0535 49203 Fax +39 053% 660636

E-mail mtogrand-biotech.com Web: wyvye,1and biptech com

RanD S.p.A.

Via Statale 12, 62

41036 Medola, (MO) Rahka

&l +390535 49283

Fax +39 0535 66063

Mad fo infogrand-Lxolect: com
Websste www rand-rotech) com

U HanglGe HT Rov_19
Oed R2100072
OPERA HONAL DOCUMUEN VA TION HANG&GO HE BASIC 18
Tattt. L ea . - cu - e T e S

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




Rand S.p.A.
Via Statale 12. n.62 41036 MEDOILA (MOi

Tel. +39 0535 49283 Fax -»39 0535 660636
E N D t mail mfog'rand-biotech.com Web: wwyv/.rand-biotech.com

Nuwk’X 2 Drill! lahvi

llInoeKi nHkerkn nan Haopa HAN(»«&C»0 1M BASK ( RanD S.p.A.)
Jlorotun KoMmManmMm-npounwoanTcna

1)a|/||\/|cn0|3aHv|c MCNNLUNNCKOToO MXKMNA
Nlak I'T.- Mapk
KatxtoxnbIlT Ne
Cepus
[wa vuroiOBJicHUM
VMunwonelosa! b no...
CtepHjii.Ho. cnoco6 Clcpu;nnamnun: oKCMLoM MuUneHa
Nnupo'!eHHo
N3penve nc cogepxuTt natekca
He nopnexmnt noBTOPHOMY NMPUMEHEHUIO
lemnepaTypnblii peXxu.m XpaHeHus; oT 5 go 35*C
Hepeun oT conneuynmx ny4yei
bcpeub ol nnal n
M3nenve Hc nognNexmT MONTOPMNON crepuamnsaunmn
M3pne.une copepxu! (ji.eiaihi
lie ncnonb3oBaTb NPV NOHPEX/IEHNOW yNaKoBKe
1”numanme! OXXakKoMbICCb C CONPOBOAUTENIbHBIMU AOKYMEHTaMu
Ne n gaT a Hbi/naun PerncTpaLmonHo yaOCTOBEPEHUA Na MeULUHCKoe nsgenve
1(0 BonprtoeamM. KacalwlHMess OOpLWUEHMA MCAULUNCKOro wusgenusi, obpataTtbCcs K
YnonnomoyeHnomy npcacrakmrcn: OO0 xbuoko.mmepu», 1235"2. MockBa, V.i.
KynakoBa, g. 2MN. ctp 1/1. 1cn; (495) 7S1-17-S7; \\nyn\.bloconTTterce.rn

e LWTpux-kogA clpaHbl-npon3BoanTens

¢ lVaumenoBaHMC KO.MNanum NPOH3BOAHTC/IA C yKa3aHMEM ero agpeca.

Ha aTukeTKe 6ygyT yKaMLlbl caegytowmne Mawu nyns{liwinbie NWKA:
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Rand S.p.A.

Via Statale 12, n.62 41036 MF.DOLLA (MO)

TeL *39053b 49283 Fax -39 0535 660636

fc-mail it>fo'j>rand-I>iotech.corri Web; www.rand-biotech.cofn

«053»;660638

[yes"6ftWWAIIAN(;&GO U T BASIC label (RiinD S.p.A.)

C.'oiTipaily logtt

Name of the medical device

( Kmark

Caialogue nuinhet

Bald) code

Date of mamdacturc

Use by...

Slerile. Hlhylene oxide slcrilizcd

Non-pyrogenic

Ihe product docs not contain latex

Do not reuse

lemperaiurc limitation: from 5'to }5°C

Keep away from heal

Keep dr>

Ihe product catinot be re-stereli/.cd

i he device contains phthaiates

Do not use if package is damaged

Caution, consult aeeornpanyirig docurnenis

Number and date of issue of the Medical Product Registration Certificate
For questions related to the medical device, coiuacl the Authorized Rcpreseiilative; <H)O0
«Bbuokommepy», 127592, Mocksa, yn. Kynakosa, 4. 20. erp. 1J1. Ten; (495) 781-1 7-87:

www .hiocommerce.ru

« Ho Bonpocam, Kkacawowmmes oOpatlemms Me;mumiciaii 0 wMaucuvs. obpallibes K
Yuw;Tomo'iclin'My - npcactanHicviio:  ()(K)  >«BrokommepLy, 12V592. MKKBa. V..
Kynakosa, g. 20. cTp. 1J/1 Ten; (49.sj 781-17-87; vvww.biocommercc.ru

» Barcode of the country of origin

¢ Name and address of the manufacturer company

Tfie label will feature rbe/olMon'Ty haiulliu® amipreeaution symbols:

< UMTubci

Non-pvmuenic

| lie device ci>mamv pinhiil.uc-.

OI'F.RA IIONAL nuCUMFENT'A I ION

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

lldle ol'tiuiiuilaclurc

Slcrilc - taiiyiciic oxiJv slcriti/cd
STCRILE EO

Do not reuse

Kil i¥ nmlonnifv Wilh jiilifk' 12 »1 MDD 9<'42'l It
J}2-9.3/42J.K(
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Rand S.p.A.
Via Stalale 12. n.67 « 410"6 MEDOLLA (MO)
Id. -39 0535 49283 Fax "39 0535 660636

N\ R a n D E-mail infogrand-bfotech.com Wph: www.rand-btot*Ji.coin

T/i

statemtnt uiid sigjKilure

that, in my capacity as bxeculive Vice Pre.sidcnt ofi<ani) S.p.A., | believe to tlie bcsl of my

knowledge that all data and intonnation conlained in thi.s document are truthful and accurate at time of
publication.

This file lums been lulty revi.scd and approved by:

a
September 06'* 2019

(YoiTado Bellini
fxecutivc Vice President
Rani) S.p.A.

{'AHfERA  C;OMMKUCIO. INDUSTHIA. ARfiUIANATO E

AoweoBruna m modkna
IHAVHO INDLB a, YNLCATTand ASALLITEX YKOINA
SdtesniB 739+ fai-FSHndapyr"ibr 8.6 3A a
V2P #,1 =£PI3 -3 'HCem
WaathvE8ite fArsi aC"7?' sBRayc¥*dr+i?i imConipery for
Iyaatuir.c/' diif xn :ouc Jitd muedt ATt Lauitics
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RanD S.p.A. (Pang C.n.A))

------ VJaSlatale 12. Ne62 « 41036MEAO/1/1A (MO)
‘|\7| n n N. T I 1 Ten. 39 0535 49283 ®akc *39 0535 650636
!\ 1 1 ~ an. noyuta InfoararKi-biotech.com Be6 caiit: www.rand-biotech.com

SKCMNYATAUNOHHAA JOKYMEHTALNA

HANG&GO H | BASIC / CUCTEMA ANS | UMEPTEPMWYECKOW MEP®Y3WN HANG&GO HT
; BASIC

/3TOT (haiin UcnpaBneH 1 YTBEPXKAEH;
/ Koppago bennuum (Corrado Bellini) 6 ceHTA6ps 2019

| 3amecTutenb MNpe3naeHTa KoMNaHnm
ARanD S.p.A. (PaHg C.n.A)

Ornas.1leHue
L HAUMEHOBAHME MBIBIIMA . c.ueiitiieiiriesiteesiteessteessteeestaeessaeessaeessbeesabe e e sbee e sbbeessbeesbbe e asb e e e ke e e nb b e e s bb e e b be e nabe e e nbe e e nbaeenbneetns 2
2. Agpec, TenepoH, 3NeKTPOHHAA NMOUTA MPOUBBOLMTEIIN . c.eueeueeeeieeareeneestesreaneeseesteaseessesseaseaseeseesseeseessessesseassessessens 2
3. OPUUNAIBHBINA MPEACTABUTEND B POCCUM. .....cueviriiinitiiiiteie sttt sttt bbbttt sb et et nnenes 2
4. HasHaueHvie KOMMNEKTa C YKazaHNeM MOTEHLNAIBHOTO MOTPEOMTEIA. c.cuuererrerreeeriereereeeeseeseeesesseseeseenessessessnnens 2
5 PvCKv NpUMeEHeHNs, BO3MOXKHbIE MOOOUHBIE SNMEKTBI, UX YCTPAHEHME. .....vivieeeeieeiesiesie e 2
6. TEXHNUYECKME XAPAKTEPUCTUKM . ecuvieueeirreasreistessieasteesseasseassesssessseassessseasseassessseasbeasseasseasseassesstessseansessseassesnsesnsesssens 3
7. CBefieHVsi 06 OCHOBHbIX XapaKTepUCTMKax paboTbl, YCIOBUAX TPAHCMOPTMPOBKN 1 XPaHEHUS KOMIJIEKTa
(o110 )71 T0 ==V 1< S RP 3
WH(opmaums o cTepuibHOM COCTOAHUM MPOLYKTA U CMOCOOE €10 CTEPUNSALMM. ..ot 3
WHopmaums 06 M3BECTHLIX OrpaHUYeHMsIX Ha COBMECTHOE MCMO/b30BaHNE MeANLMHCKNX U3LENNI.............. 3
10. WHdopmaums o mepax NpefsoCcTOPOXKHOCTA MPK UCMONb30BaHUN MEAULIMHCKOTO 0B0PYAOBaAHUS. .. ..cvevvveee. 3
I I To Uy T T oTe k] =Ta L =T 1 USSP 3
A 1 T4 T LR SRR PRR 4
13, PYHKUMOHATBHBIE XAPAKTEPUCTUIKM ... vvieieeeiieesiieeisteeaieeateeasteeesssesssbesssbeessbeessbesasbsesssbeessbeessbeesnbeesbeeesbaeessseessness 5
14.  Hdopmauys 06 OCHOBHbIX XapPaKTEPUCTUKAX IKCTITYATALMM ......erveeerrerieieniiieesiesisieste e seesee st sse s 6
15 TepeyeHb NPUMEHNMbBIX HALUMOHATBHBIX CTAHLAPTOB. .. .cuviveitetesteseesestesteseessssessessessesessessessesseseesessessessessesessensens 6
T I T 0] 10D (=] T USRS 9
16.1. Mpunoxexne 1 WHctpykuma no akenayataumm HANG&GO HIBASIC........ooveiieeee e 9
16.2. TTPUNOKEHME 2 TTPOCKT STUKETKM .. uveeieeeiteeiiteeestteessteesseeessteesstesessesessesasesassenesssessnsessnseesnsessnsesessenessenesses 20

NHCTPYKUWMA MO SKCIJTYATALNA

ONEPAUMNOHHAA OOKYMEHTALMA HANG&GO ITT BASIC
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1 HawmmeHoBaHMe N3genHa
fFIANG&GO HT BASIC/ Cuctema ana runeptepmudeckoin nepdysnmn HANG&GO HT BASIC

R9900088

2. Agpec, TeneoH, 3INeKTPOHHaA noyTa NPoOU3BOAMTENS

RanD S.p.A. (PaHg C.n.A)

via Statale 12, 62

41036 Megonna(MO)

Utanus

TenehoH; +39 0535 442983
* Jakc: +39 0535 660636

email; info@rand-biotech.com

Beb-caiiT: www.rand-biotech.com

3. OdwuymanbHbIil NpegcTaBuTens B Poccum

HavmeHoBaHMe KOMNaHUw; CXX) «buokommepL»
HKOpuanyeckmnii agpec U NPon3BOACTBEHHaAsA ¥Yn. KynakoBa, fiom 20, cTpoeHue
MnoLaaKa: Mocksa 123592

Poccun
TenedoH/akc Ten.+7(495)781-17-87
3n. noyta: info@biocommerce.ru
BebcaiiT; www.biocommerce.ru

4. Ha3HayeHuWe KOMMJeKTa C yKasaHMeM NnoTeHLManbHoro noTpeburens
OnHOpa3oBoe  M3denve, U3roToBneHHoe/cobpaHHOoe KomnaHmeld RAND., cocTosulee W3 OHOPA30BbIX
KOMMOHEHTOB, W3rOTOBMIEHHbIX U3  anMMPOreHHbIX, HETOKCMYHbLIX U BGMOCOBMECTUMbLIX MaTepuanos, 6e3
HaTypasIbHOr o flaTekca, B COOTBETCTBUM CO cTaHdapTamu 1SO 10993 n B CBA3W C NOKazaHWeM K MPUMEHEHUIO.

W3genve cneuywasbHO  pa3paboTaHO Anf  WCMO/b30BaHWUA B OHKOMOTUM  ANA  BHYTPUOPHOLLIUHHONM
BHYTPMN/IEBPaIbHOM TMNEpTEPMMYECKOin nepdysnn. B coctaB m3genna " Cuctema Ans rUNepTepMHYECKO
neptysnm HANG&GO HT BASIC», kog R9900088 (nanee no tekcty HANG&GO HT BASIC) BxoauT:
1Habop marucTpanei gns noacoeauHeHns K obopyaosaHunto Hang&Go HT,
1Habop maructpanei gns nogcoeauHeHnsa K nauneHTy Hang&Go HT.
MeaunUMHCKOe n3genue npegHasHaveHo 4ns NpoeccMoHabHOro Ucnosb3oBaHua. Mpoueaypa Ao/MKHA TLaTe/IbHO
M MOCTOSHHO KLUTTPO/IMPOBATLCA KBMMPULMPOBAHHBLIM MePCOHAIOM, NpoLweAwnM oby4yeHne Mo 3Kcnayaraumm
n3genvs.

"
7

5. PUCKM NpUMeHeHUs, BO3MOXHbIE NOBOYHbIE 3 (EKTbI, UX YyCTPaHeHne

[aHHble, CBUAETENbCTBYIOWME O HeXenaTe/lbHbIX BO3LENCTBUSAX, B YACTHOCTM, CBSi3aHHbIE C WUCMO/b30BAHMEM
n3genus, OTCcyTCTBYHOT. [pPOTMBOMNOKAa3aHO MPYMEHeHWe YCTPOMCTBa A8 NPOBeAeHUs Mpoueayp 3a npefenamu
npegnonaraemMoro 1cnosnb30BaHKA.

YCTPOICTBO COLAEPXUT pTanaTbl. XOTH Ha 3KCNEPUMEHTa/TbHbIX MOLENSAX XMUBOTHbIX ObI1I0 NPOLEMOHCTPUPOBAHO,
yto A3r® un agpyrve thTanatbl, cogepxawmecsa B MNBX, MOryT Bbi3biBaTb WU3MEHEHWSI MEYEHW U 3HAOKPWUHHOWA
CUCTEMbI, OCOGEHHO B PENPOAYKTMBHOM CUCTEME, HEeT HUKaKMX [0KasaTeNbCTB MOLOOGHOr0 BO3AENCTBMA Ha
yenoseka. OHAKO pasyMHO MPOABAATL LO/HKHYHO OCMOTPUTENBHOCTL, EC/IN BPay OLEHUT COOTHOLUEHWE 3aTpaT U
BbIFOA leYeHns, Npy KOTOPOM MPOUCXOAUT AnnTebHOe Bo3geicTBMe MBX npu NpsMOM KOHTaKTe C KPOBbHO WK
M1a3mMol KPOBW Y INL,. BXOLALLMX B FPYMNy pUCKa, TaKMX Kak 6epeMeHHble UM KOPMSLLME XXEHLLMHbI 1 AeT.

ONEPALMOHHAA OOKYMEHTALMA HANG&GO UT BASIC
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RanD S.p.A. (Pang C.n.A.)
Via Statale 12, 62 - 41036 AAELO/IIA (MO)

Ten. *39 0535 49263 dakc *39 0535 660636
A N 1 novrainf 1Be6-caiit; www.fand-biotech.com

bamumHekve nprbopbl 13 NBX He [O/MKHBI MCNOML30BaThCA A1 WH(|)y3Mn mpenapaTtoB Ha OCHOBE SIMNUAOB
[fanpumep.  TMaknuTakcesb), CNocobHbIX u3sfekatb 43P mam nHbIM 06pa3soM HecoBMeCTUMBbIX C ({rTanaramu.
/JIKOMeHAyeTCA BHUMaTENIlbHO MpoYMTaTh MHGOPMAaLMOHHYHO 6GpoLutopy O npenaparte, KOTOpbIA OyfeT BBefeH
[Mepen ncnonb3oBaHvem npubopa, YTO6bI UCKNOUNTL N1I0OYH0 HECOBMECTUMOCTD.

6. TexHUYeckue xapaKTepUCTUKN
PekomeHayemas CKOPOCTb TOKa npu nepdysumn: o 2000 ma/MuH.
Paboyas Temnepatypa; oT 37 40 46RC
OO6LLMin 06bEM 3a/IMBKM 3KCTPAKOPMOPaIbHOro KOHTYpa (BKItOYas MarucTpaiv 418 noLCoefMHeHns K

06opyaoBaHuto): 500 mn
oL 06bem 3anmBkK: 1000 Mn (BKIKOYas MUHUMasbHBIV YpoBeHb 500 Mn B UAbTPYEMOM pe3epByape).

7. CBefaeHns 06 OCHOBHbIX XapaKTepUCTMKax PaboTbl, YC/IOBMSIX TPAHCMOPTMPOBKMN 1 XpaHeHus!
U3nenus.
OCHOBHbIE XapaKTePUCTMKN PaboTbl CM. B JOMOMHUTENLHOI MH(hopMaLWK.

Ycnosus XpaHeHUA yKa3aHbl Ha 3TUKETKE B BUAE CUMBOJIOB. OHu npeacTaB/eHbl HMXKE. B MHCTPYKLUMAX NOo
JKCnayataynn BCe CMMBO/1bl MOACHAKOTCA Ha MECTHOM A3bIKE.

{, M/-350C
.-'7 - N 95°F
50c Jl
d‘..\\ D0
Bepeub OrpaHuyeHne XpaHuTb
OT Harpesa TeMmneparypebl B CYyXOM MecTe

TemnepaTypa XpaHeHust Jo/mKHa ObiTb B mpegenax +5° e +35®C. XpaHUTe U3fenve B OPUTMHaIbHON YNakoBKe
BN OT CBETA W BNXXHOCTWU. YC/I0BUS TPAHCMOPTUPOBKN U/MIN XPaHEHWS, OT/INYHbIE OT MPeLNUCaHHbIX, MOTYT
MPMBECTU K MNOBpeXaeHWto u3genua. CTepunbHOCTb rapaHTUpYeTcs TO/MIbKO B TOM CAyyae, ecfin CTepunbHas
YNaKoBKa He MPOMOK/1a, He BCKPbITa, He MOBPEeXAeHa 1 He C/ioMaHa.

8. WHhopmauma o cTepuIbHOM COCTOSIHMM NPOAYKTa 1 crnocobe ero cTepuamnsaLum
MpoayKT NOCTaB/SIETCA CTEPU/BbHBLIM, NPeHa3HaueH A1 04HOPA30BOro MCNOb30BaHUSA/OAHOIO NauueHTa. Ero
He/b3s1 MOBTOPHO MCMOMb30BaTh UM MOBTOPHO CTEPUN30BATb.
MpoAyKT CTEPUNN3YETCS OKCMAOM 3TWUNEHa U MMEeT CPOK FOAHOCTM 3 rofja C faThbl CTEPUINZALMI, KaK YKa3aHO Ha

9TUKETKE.

9. WHdopmauma 06 N3BECTHLIX OrpPaHNYEHUAX HA COBMECTHOE UCMOJIb30BaHNe MeAULNHCKNX
n3gennin
HANG&GO WT BASIC 6bin cneuynanbHO paspabotaH [AJ/19 WUCMOMb30BaHWA B COYETaHUW C  arnapatom
PERFORMER HT. RanD.

10. MHopMaumsi 0 Mepax MpefoCcTOPOXHOCTY MPX UCMO/b30BaHUM MeAULIMHCKOTO U3AeNus
Bce Mepbl NPeAoCTOPOXXHOCTM NPUBEAEHbI B MHCTPYKLMW MO KCMTyaTaLym, NpuiaraemMoii K KaxaoMy KOMIEKTY.
CMm, npunoxkeHne 1 VIHCTPYKLMS MO SKCMTyaTauym.

11. apaHTMa npousBoanUTens
KomnaHna RanD npefocTasnser rapaHTMio CPOKOM Ha 3 roja co AHA CTepuiv3aunin, 4To COOTBETCTBYET CPOKY

FOAHOCTM MPOJYKTA.

OMEPALUNOHHAA OOKYMEHTALINA HANG&GO HT BASIC
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rnnasayHA

OMMCaHO B MHCTPYKLMM MO 3KCMAyaTauuu, YTUAmnsaums oTpaboTaHHOro YCTPOICTBA A0MXKHA OCYLLECTBAATLCA
ficooTBETCTBUM C EMCTBYIOLMMM B CTPAHE UCMOMb30BaHUS NPaBUaMM YTUIN3ALUN 3arPA3HEHHbLIX NMPOAYKTOB.

OMNMEPALUNOHHAA OOKYMEHTALINA HANG&GO HT BASIC
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RanD S.p.A. (PaHg C.n.A.)
Via Statale 12, Nt 62 « 41036 MELO//IA (MO)

Ten. «39 0535 49283 dakc «39 0535 660636
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OONMONHUNTENBbHAA NH®POPMALNA

12. (yHKUNOHa/IbHbIE XapaKTePUCTUKM

?fIANG&GO HT BASIC - 310 Habop 0AHOpPa30BbIX 3KCTPaKopnopanbHbIX MarucTpaneii U MeWKoB, cneunanbHO
pa3paboTaHHbIX, MPOW3BEAEHHbIX W COOpaHHbIX KOMMaHuel  RanD [fns COBMECTHOrO WCMO/b30BaHUA C
lobopygoBaHvem PERFORMER HT, RanD, npegHasHayeHHOro Ans TepaneBTuyeckoin npouegypsl HIPEC
, (TMNepTepmMMYecKoii  BHYTPUOPIOLIMHHON/BHYTPUNAEBPanbHOA nepdysnm). Habop COCTOUT U3 KOMMOHEHTOB,
J V3rOTOB/IEHHbIX W3 NIACTMKOBbLIX MONNMEPOB. M3fenme CTepUIn3oBaHO OKCUAOM 3TW/IEHA, He COLepXuT
MMPOreHOB W NpeAHasHayeHO TONbKO [A/19 O4HOPA30BOr0 MCMo/b30BaHWsA, OGMOCOBMECTUMMO, MO Ha3HAYeHUIo
COOTBETCTBYET CcTaHfapTam 1SO 10993.

Cuctema HANG&GO HT BASIC cocTouT 13 cneaytoLmx 0CHOBHbIX YacTeil:

Ha6op marucTpanei ans Ha6op marucTpaneii ans MeLlOoK HarpeBa 1 MeLLoK A/
NoACOeAHMNEHNsS K 060PYA0BaHMIO  MOACOEAVHEHNS K MaLHEH cbopa 0TX0z0B

{

Ha pucyHKe HKe npefcTaBeHa XXMAKoCTHaa cxema iedeHns HIPEC:

HarpauntTnb

BHYTpUGPIOLLIMHHAS rynepTepMuyeckast nepdoy3us

Cxema NPOXOXK/AEHNS XKNAKOCTM NPY runepTepMUIecKoit BHY TPUBPIOLLIMHHON Nepdyy3un

ONEPALMOHHAA AOOKYMEHTALUMA IHANO&GO HT BASIC
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Cxema NPoX0O>KAEHNA >KMAKOCT U NpU runepTepMuyeckoii BHy TpunnespanbHoit nepdyysunm

13. NHdopmaumnsa 06 0CHOBHbIX XapaKTepUCTUKax aKcnayarayum
Mpoueaypa HIPEC 3akntoyaetcs B nepdy3vn NepuTOHeanbHOM WM MAeBpasibHOM MOMOCTM OMNpeAeneHHbIM
KOMIMYECTBOM 4YMUCTOrO pacTBopa, B TOM 4uCfie 060raweHHOro XMMMOTepaneBTUYECKUMW BeLlecTBaMu, Mpu
KOHTPO/IMpYeMOil TemnepaTtype, Kak npasuno, oT 41 fgo 43°C, B COOTBETCTBMM C MPOTOKO/IOM, BblGpaHHbLIM
BpayoM. TeparneBTnuyeckas npouefypa MOXET MPOBOAWUTLCSA Ha OTKPLITOM WM 3aKPbITON NEePUTOHeaNIbHOW Wn
nNeBpasibHOM NOMoCTW. Pacxof 06bI4HO KONebneTcs B gnanasoHe ot 500 4o 2000 ma/muH. Mpouedypa COCTOUT U3
Tpex 3Tanos:

3ANIMBKA KOHTYPA / NMOAOIPEB PACTBOPA: nepef MOLKMOYEHWEM NauueHTa CUCTEMA aBTOMAaTMUeCKn
BbIMO/IHAET 3anonHeHne rpy6kn / pesepeyapa HANG&GO HT 06beMOM B COOTBETCTBUM C WCMOJb3YEMOIA
TepaneBTUYECKON cxemMoil. C MomoLLbio aBmxeHUs Hacoca PhiRFORMER HT PML1 ceexuii h3nonornyeckuia
pacTBop 3abupaeTcs M3 MeLlKa 3a/MBaeTCs B pe3epByap 4O Tpebyemoro obbema W peumpkynvpyetcs u3
pesepByapa B MELLOK HarpeBaTess, a 3aTeM 06paTHO B pe3epByap A1 Nojorpesa 4o TpebyeMoii TemnepaTypbl.

3AMNOJIHEHVNE CNCTEM NMAUWMEHTA / PEUUPKYNALUNA PACTBOPA: Kak TONbKO XUPYpr YCTAHOBUT
KaTeTepbl NPUTOKa U OTTOKa (80 6) B MepuTOHeasbHY/MNeBPasibHYO NONOCTL NOCPEACTBOM XUPYPruyeckoro
paspesa B KOXY, WM pacTBOp AOCTWUIHET >Kenaemol TemnepaTypbl, XMPYpPr MOAK/IOUUT KaTeTepbl nauueHTa K
MarucTpanam ansa nogcoegueHuns K obopygosaHnio HANG&GO HT. Kak ToMbKO XWAKOCTb B NOAOCTU MauueHTa
[OOCTUMHET 3afaHHOro obbema, pacTBOP OTKauMBaeTcs 06paTHO OT nauueHTa B pe3epByap, 3aTeM CHOBa Yepes
HarpesaTte/ib MOJAETCA NaUMeHTY M TaK fanee, NoAAep>X1Bas NMOCTOAHHYIO LUPKYNALMIO.

MPOMbIBKA / OYNCTKA: no OKOH4YaHUWM npouefypbl CUCTEMA fAaeT BO3MOXXHOCTb MPOMbITb NONOCTb, MOC/e
4ero NepucTanbTUYECKMIA HAacoC NofaeT OTpaboTaHHbIN PacTBOP B pe3epByap U MELLOK A5 OTXO0A0B.

14. TepeyeHb NPH.MEHHMbIX HaLMOHANbHbIX CTaHAAPTOB

O6uue cTaHAapTh

EN 1SO 14971:2012 IMprMeHeHWe cuCTeMbl YMpaBieHNs pUCKaMy K MEAULMHCKUM U3Lennam
(1ISO 14971:2007)

CE! EN 60812:2006 MeToabl aHanmM3a HageXHocTn cuctemsl - MNpoueaypa aHanns xapakrepa u
nocneacTeuii otkasos (FMEA, AXIO)

UNL1 180 2859-1:2007 Mpoueaypb! 0T60pa NP6 ANd NPoBEPKM Mo aTpnbyTam - YacTb 1. Cxembl

oT6opa Npob, MHAEKCMPOBaHHbBIE MO NMpUeMIEMOMY YPOBHIO KayecTsa (AQL)
[N15 NPOBEPKM KaXI0M NapTuy ToBapa.

YnakoBka 1 MapKupoBKa
EN 980:2008 CuMBO/bI 419 UCNO/MB30BaHUA B MapKUPOBKE MeAULMHCKUX U3LeNnil
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t EN ISO 15223-1:2016

- EN 1041:2008

{

EN 1SO 11607-1:2009

EN 1SO 11607-2:2006

UNI EN 868-5:2009

ASTM D4169-09
ASTM R 980-07
ASTM F1886-98 (2004)

ASTM F1929-98 (2012)

BruocoBMecTUMOCTb

EN I1SO 10993-1:09/AC: 10
EN ISO 10993-4:2009

EN I1SO 10993-5:2009

EN 1SO 10993-7:08/AC:09
EN ISO 10993-10:2013
EN 1SO 10993-11:2009
EN 1SO 10993-17:2009

MprmeyaHue Xo36

EN 556- :2001/AC:06

EN ISO 1135-1:2007

EN ISO 1138-1:2017

EN 1SO 11138-2:2009

RanD S.p.A. (PaHg C.n.A))

Via statale 12, Ne 62 - 41036 MEAOJIIA (MO)

Ten. «39 0535 49283 dakc «39 0535 660636

3n. riouta info»rand-biotech.com Be6-caiiT: www.rand-blotech.com

T T 4T T WL W w T

MeauumHCKne ycTpoiicTBa - CUMBO/IbI, UCMOMb3YeMble C ITUKETKaMM
MeANLMHCKUX YCTPOMCTB, MapKMpOBKa 1 MHopMauus, KoTopas byaeTt
noctaensATbes - Yactb L O6wwme TpeboBaHus (ISO 15223-1:2016)
VHdopmaumsa, npegocTasieHHas NPon3BOANUTENIEM MeLULNHCKOrO
0bopyaoBaHus

YnakoBKa 191 OKOHYaTe/IbHO CTEPUIM30BaHHbIX MEAULUHCKNX U3AeNnii -
Yactb 1 TpeboBaHMsi K MaTepuanamM, CTepuibHOM 6apbepHOi cUcTeme u
cucteme ynakosku (1ISO 11607-1: 2006)

YnakoBKa 4ns MegULUHCKUX W3LeNniA, NpoLeAwnX PUHULLHYI0 CTEPUNN3aLmnio
- YacTb 2: BanngaumoHHble TpeboBaHusa /19 NMPOLEeccoB (DOPMOBKM,
ynnoTHeHWs n c6opkn (1ISO 11607-2:2006).

YnakoBka 41 MegULUHCKUX U3LeNNIA, NPOLLIeALWNX (PUHULLHYIO
cTepumnsaumio. Yactb 5: FepMeTUUHbIe MakeTbl U KaTyLWKN U3 NOPUCTbIX
MaTepuasioB 1 NIaCTMacCoBOW M/EHKN - TpeboBaHNA N METO/bl UCMbITaHWIA.
CTaHgapTHas NpakTuKa NpoBefeHMs 3KCMNyaTauUoOHHbIX UCMbITaHWIA
TPaHCNOPTHBIX KOHTEAHEPOB U CUCTEM

CTaHfapTHOe PYKOBOZCTBO MO YCKOPEHHOMY CTapeHMUI0 CTePUSIbHbIX
6apbepHbIX CUCTEM AN MEAULMHCKOro 060pyL0BaHNS

CTaHfapTHbLIN MeTOZ, UCNbITaHWIA ANs onpefeneHns LeNoCTHOCTM YNIOTHEHNI
MeAMLMHCKON YyNakoBKW NyTeM BM3yaslbHOro 0CMOTpa

CTaHAapTHbLIN METOZ, UCTIbITaHMA ANs 06HapY>KeHNs NPOTeYeK YNAO0THEHW B
MOPUCTLIX MEANLMHCKUX YNakoBKax NyTeM NPOHWKHOBEHUS KpacuTeseil.

Bronornyeckas oueHKa MeaULMHCKNX n3aenmin - Yactb 1 OueHka u
TeCTMpOBaHWe B pamKax rpouecca ynpasneHus puckamu (1ISO 10993-1:2009)
Bronornyeckas oueHKa MeANLMHCKNX n3aenuii - YacTb 4: Bbibop TeCTOB Ha
B3anmMogelicTeme ¢ KpoBbto (ISO 10993-4:2002, Bkntoyas nonpasky 1:2006).
Brionorunyeckas oueHKa MeAULMHCKMX n3genuii - Yactb 5: MicnbiTaHua Ha
LMTOTOKCUYHOCTb in vitro (ISO 10993-5:2009)

Buonoruuyeckas ougHKa MeAMLUUHCKMX n3aenuii - Yactb 7: OcTaTKn oKcmaa
3TUNeHa nocne CTepunun3aLmum

Buonoruyeckas oueHKa MeaUUUHCKKUX usgennii - YacTe 10: McnbiTaHns Ha
pasgpaxeHue 1 ceHenbunusaumio koxm (1ISO 10993-10:2010).
Buonornyeckas ougHKa MeaMUMHCKNX n3genuii - Yacts 11: McnblTaHns Ha
CUCTEMHYO TOKCUYHOCTb (ISO 10993-11:2006).

Buonornyeckas oueHKa MeANLUUHCKNX n3aenuii - YacTe 17 YcTaHOBEHUE
[onyCcTUMbIX Npesenos 4ns Bbiwenadmsaemolx sewlects (1ISO 10993-17:2002)
"PYKOBO/CTBO M0 OCHOBHbIM GV0/10rMUYEeCKUM UCMbITAHUAM MeAULUHCKUX
maTepuanoB 1 n3aenmin' B "PyKOBOACTBE MO permcrpaumm MeanmuUmHCKUX
n3gennin B AnoHmn™, onybnmnkosaHHom Yakuji Nippo Ltd., 1995.

CTepunn3auns 1 cpokK XpaHeHUs

CTepunmsaums MeauUMHCKUX n3genunia - Tpe6oBaHUs K MeAULMHCKUM
n3genuam, nognexawimm obosHadeHuto "CTEPU/IbHO" - YacTtb |: Tpe6oBaHus
K MeAULMHCKMM Nprbopam, NpoLLeALIMM PUHULLIHYO CTEPUIN3ALMI0
CTepunusaums nsLennin MeguLUMHCKOro HasHauyeHns - OKCUA aTuneHa - Yactb 1
TpeboBaHMs K pa3paboTke, BaIMZauuyv W PerynsipHOMy KOHTPOJIKO mpouecca
cTepuansaummn MmeguuMHCKmMX nsgenumia (1ISO 11135-1:2007)

Crepunmsauna MegUUMHCKMX Mpenapartos - buonornyeckme nokasarenn —
YacTb 1 O6uime TpeboBaHUA

Crepunusaumsa meUUMHCKMX NMpenapaTos - BUonornyeckue nokasaTenm -

OMEPALUNOHHAA OOKYMEHTAUMA HANG&GO HT BASIC
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YacTb 2; bruonoruyeckne MHAMKATOPbI 419 MPOLECCOB CTEPUIM3aLLUM OKCUAOM
atuneHa (ISO 11138-2:2006)

EN ISO 11737-1:06/AC:09  Crepununsaums MeLULMHCKUX n3nennii - Mukpobruonornyeckne metobl -
Yactb 1 OnpegeneHne nonynsaumm MUKPOOPraHM3MOB Ha MPoayKTax
(1SO 11737-1:2006).

EN ISO 11737-2:2009 CTepunusaums MeauUMHCKNUX n3gennii - Mnkpobrnonornyeckue Metoabl —
YacTb 2 - VIcnbITaHna CTepuibHOCTU, NPOBOAMMbIE B MpoLiecce Bannaaumm
cTepunmsaymm (1ISO 11737-2:2009).

ASTMF1980-07(2011) CTaHfapTHOe PYKOBOLCTBO MO YCKOPEHHOMY CTapEHUIO CTEPUSbHBIX
6apbepHbIX CUCTEM A/ MeANLMHCKOro 060py0BaHus

I OHTpONMpYyeMas cpeaa

EN ISO 14644-1:2015 UncTble NOMeLLEeHNA 1 CBA3aHHaa C HUMKU KOHTponupyemas cpega - Yacts I
Knaccudmkaumsa unctotsl Bosgyxa (1ISO 14644-1:2015).
EN ISO 14698-1:2003 UuncTble NOMeLLEeHNA 1 CBA3aHHaa C HUMU KOHTponnpyemas cpefa - KoHTposb

6rosarpasHeHmns. Yactb 1 O6uime npuHumnbl u metoabl (ISO 14698-1:2003)

EN ISO 14698-2:03/AC: 06  UucCTble NOMELLEHNA U CBA3AHHAA C HUMW KOHTpoupyemas cpefa - KoHTponb
6ro3arpsasHeHns - YacTb 2: OueHKa 1 MHTepnpeTauus 4aHHbIX 61o3arpa3HeHmns
(1ISO 14698-2:2003/cnp. 1:2004).

MMpoekT
EN 1707:1996 KoHunyeckas dypHuTypa ¢ 6% KoHycom (J1to3pa) 41 WNpULEeB, UM u
HEKOTOPbIX APYIMX MEAULMHCKMX NPUHAANEXHOCTEN - DypHUTYpa Ans
(hmkcaTopos
EN 62366:2008 MeanumMHCKue ycTpoiicTBa — MNprUMeHeHMe 3proHOMUYHON0 NPOEKTUPOBaHUA K

meanumuHCKM yeTpoiicteam (IEC 62366:2007)

OMEPALUVOHHAA AOKYMEHTAUUA HANG&GO HT BASIC
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15. T1punoxc'nHa

151 MpunoxkeHne 1 NHcTpyKuma no akcnnyataunum HANG&GO HT BASIC

QRAND

R9900067:
R9900110:
R9900127:

R9900088:

onlpawmwHHAA gokymMeHTaums hang&go HT basic

HANG&GO HT
HANG&GO HT FR
HANG&GO HT BASIC FR

HANG&GO HT BASIC

D Kitfor Hyperthermic Perfusion
Kitper Perfusione Ipertermica

¢ Kit Pour Perfusion Hyperthermique

(3>Set+0r hypertherme Perfusion

(O} Kit para Perfusidn Hipert4rmica

(0] Hipertermik PerfUzyon igin takim

O Kitvoor hyperthermische perfusie

§12-93/42EEC
8§12~93/42EEC
§12-93/42EEC

C € 0123

CD Cuctema gnsa runeprepmuyeckon nepdy»in

O Zestaw do perfuzjihiperietmieznej
® Kompletza hipertermidku perfuziju
@Hiperterminds perfuzijos rinkinys
@& Kitforhyperterm perhjsion

CDKomnnekT 3a xunepTepmuuHa nepdysns

CD seet il hyperlermisk perfusion

® Kompletza hipertermijsku perfuziju

® wm

© Souprava pro hypertermickou perfuzi

G:)FMI'IBpTepMI/IKaI'IbLLl nepdysna ywlH xuHar?

® KkH para Perfusio Hipertérmica

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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PA'CCAMMU
WE
yCTPOICTBO, M3rotoBneHHoe/cobpaHHoe komnaHneit RAND. He n3roTaBnmsaeTcs M3 HaTypanbHOro narekca. M3rotoeneHo
(«MMPOreHHbIX, HETOKCUYHbIX ¥ OGUOCOBMECTMMbIX MaTepuasoB B COOTBETCTBMM CO cTaHgapTamu I1SO 10993 u B CBA3KN C
anaraemblM ucnonb3osaHnem CneunanbHo pas3paboTaHo [/ WCMNOMb30BAaHUA B OHKOMOTMM  ANA  BHYTPUOPIOWMUHHOA 1
rynaeBpasibHON rnnepTepmMuyeckoii neptysum.

(axxapii npu6op 'HANG&GO HT" (kog R9900067) cofepxuT cnefytouine ycTpoiictea:
r) Komnnekt nuHum "O6opyaoBaHne Hang&Go HT' (kog R9900074),
Al Komnnekt nnHuii ‘Ha6op naketoB AnsA ctona Hang&Go' (kog R990(X)75),
; GKPYT/IbIX CUIMKOHOBBIX KaTeT6poB Ch 24 (kog R99(X)071);
A | 3paTtunka Temnepatypsbl ‘ Mon-a-lherm* {kog 90050).

Yrax abl i npuoop "HANG&GO HT FR" (kog R9900110) coaepxuT cnegytouime yctpoicraa:
" 1. KomnnekT nuHun 'O6opyposaHne Hang&Go HT" (kog R9900074),

1 KomnnekT nuHwuii "Habop nakeToB Ansa ctona Hang&Go" (kog R9900075).

6 KpYI/bIX CUIMKOHOBBIX kaTeTepoB Ch 24 (kog R9900071);

3 patunka Temnepatypbl "Mon-a-therm” (kog 90050),

1 m06paTHNHNOoTOK(FlowReverse)*(KOflR9900101).

Kaxabiih npnuéop "HANG&GO HT BASIC FR' (kog R9900127) coaepXuT cneaywlune ycTpoicTea:
1 Komnnekt nuHumn "O6opyposaHne Hang&Go HT* (kog R9900074),

1 KomnnekT nuHuii "Habop nakeToB aAns ctona Hang&Go" (kog R9900075),

1 gaTunk Temnepatypbl *Mon-a-therm* (kog 90050),

1'O6patHbiil noTok (Flow Reverse)' (kog R9900101).

KaNe bi*"ipM60"HANG&G"T BASIG'(&k"*9900088K "rowTO T loLme yctpoiictaa:

1jjiH u(koa R9900074),
1 noacoen, (koA R9900075).

TEXHUYECKUE XAPAKTEPUNCTUKN

PekomeHayemblii noTok npu nepdysun, 4o 2000 ma/mMuH

Pabouas Temneparypa: oT 37 fo 46*C

O6LwWmnii 06BEM 3a/IMBKMN 3KCTPAKOPNOPa/IbHOrO KOHTYpa (BK/oYas IMHUM NakeTos A4N1a cTona); 500 mn
O6wwii 06bem sanms(01; 1000 M (BkKOHYAA MUHMMASIbHBIN YpoBeHb 500 M/ B hU/ibTPYEMIOM pe3epByape).

NCMNOJ/Ib3OBAHUE MO HASHAUYEHWIO

O™MiopasoBble YCTPOWCTBA, NpeAHasHauYeHHble A5 Peuupkynsuuu, duabTpauum U nepdysuu npos3payHbiX pacTBoOpoB, a Takke
o60ralleHHbIX XMMUOTEPaANeBTUYECKUMN CpeACTBaMW, B TPYAHONM WM GpIOWHONA  NofocTW. YCTpoicTBa npeaHasHadyeHbl Ans
MCMONb30BaHMs J0 6 4acoB, MPU PernoHasbHOWM rMNoTEPMUYEcKOil Tepanun paka Mnocsie XMPYPruyeckoro UCCEYEHNs. Y CTPOKCTBa MOXHO
6e30MacHO UMCMofib30BaTb BMecTe C MEAMLMHCKUMU YCTpOiCTBamMu, MNepeuucneHHbiMu B naparpade «MeAWLMHCKME YCTPOWCTBA,
UCNO/b3yeMble B KOMGMHALUM».

MOBOYHbLIE QP PEKTbI N MPOTUBOTMOKA3AHNA
JaHHble, cBUAETENbCTBYOWMNE O HexXenaTenbHbIX BO3A9VICTBMHX, B 4aCTHOCTWU, CBsA3aHHble C UCNoO/Ib30BaHNEM KU3genna, OTCYTCTBYIOT.
MpoTnBONOKa3aHo NpUMeHeHne yCTpOVICTBa ANA npoBeAeHuAa npoueayp 3a npegenamu npegnonaraemMoro MCnosib3oBaHuA.

MH®OPMALINA MO BE3OMNMACHOCTN
WHopmaLusa, npu3BaHHasi NpuBAeYb BHUMaHWe Mofb3oBaTens K NoTeHuuMasbHO OnacHbIM CUTyauusiM u o6ecneynTb NpaBu/ibHOE U
6e3onacHoe 1CMnosib3oBaHne yCTPoiicTBa, NpMBeAeHa B TEKCTE HUXeE
BHVIMAHVE bcTopoxHc!
Yka3biBaeT Ha Cepbe3Hbie MO60YHbIe peakunn 1 NOTEeHLMasbHYl0 OMacHOCTb  YkasbiBaeT Ha 0CO6ble Mepbl MPeAoCTOPOXHOCTY,
415 No/b30BaTeNIi MMM MauMeHTa, KOTOpble MOTYT BO3HWKHYTb Kak MpU  koTopele NONb3oBaTeNb [O/KEeH cob6nwgaTs Ans
npaBUMIbHOM  UCMOMNb30BaHWM  YCTPOICTBA, Tak W NpU  HeNpaBUILHOM  6e30MacHoit n 3pheKTUBHOIA akcnayaraymm
UCMO/b30BaHMM, @ TaKkKe Ha OrpaHU4yeHusi Npu WUCMONb30BAaHWM W Mepbl,  ycTpoiicTea.
KOTOpbl€ A0/KHbI 6bITb NPUHATLI B 3TOM C/yyae.
Hwxe npuBegeHbl HekoTopble 06LMe npasuia TeXHUKN 6e30nacHOCTH 418 NpaBUIbHOTO NCNONb30BaHNA ycTpoiicT6a. Kpome Towo. gaetcs
KOHKpeTHasi MHopMaums no Bonpocam 6e30nacHoCTM npusBegeHa
B MHCTPYKLUMW NO 3KCMAyaTauuu, rage oHa MoxeT obycnaBnvmBaTh BbIMOMHAEMYIO onepauuio.
Lns nonydyeHus [ONONHUTENbHOW WHOpMauun wunm e cnydvae xanob obpauwiaiiTtecb HenocpeAcTBEHHO B komnaHui Rand wam K
YNOSTHOMOYEHHOMY MECTHOMY NpeAcTaBuTenio.
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1CMONb30BaHNEM MOMb30BaTeNlb AO/MKEH MPOYMTaTh M MOHSIML BCHO MHGOpMaLMo Ansi nofb3oBaTeneii. OTCyTCcTBUE
3blIEHNST U HECO6/II0AEHNE BCEX WHCTPYKUMIA WAM BCEX YKa3aHHbIX MPeaynpexXaeHwii MOXeT MpPUBECTU K Cepbe3Hol
~AMe UM CMepTy naLmeHTa.
YCTpoiicTBa NpeaHasHaueHbl TO/bLKO /151 NPOgeCcCUOHaNbHOIO UCMo/b30BaHus. Mpoleaypa Ao/MKHA TIATEIbHO U NOCTOSIHHO
/HOHTPONMPOBATLCA KBA/IM(ULMPOBAHHBIM MEPCOHAIOM, MPOLIEALINM 06yUeHMe Mo aKcnIyaTauum ycTpoicTBa.
YCTPOICTBO COAEPXUT hTanatbl. XOTA Ha 3KCNEPUMEHTa/IbHbIX MOAEAX XXMBOTHBLIX 6bI/10 MPOAEMOHCTPUMPOBAHO, YTo A3 ®
K Apyrve tanatbl, cogepxawecs B MBX, MOryT Bbi3biBaTb W3MEHEHUS! MEYEHW W SHAOKPWUHHON CUCTEMbl, OCOGEHHO B
| penpoayKTUBHOM cucTeMe, HET HUKAaKVX [0Ka3aTenbCTB NOAOGHOr0 BO34EeiCTBUS Ha uenoBeka. OfHaKo pasyMHO MNPOSBASTH
A | JO/MKHYI0O OCMOTPUTENbHOCTL, €CIM Bpady OLEHWT COOTHOLUEHME 3aTpaT M BbIr0f JiedyeHusi, NpU KOTOPOM MPOUCXOANT
A ] anutenbHoe BozgeiicTBue MBX Mpu NPSMOM KOHTaKTe C KPOBbIO WM NIA3MOil KPOBY Y /WL, BXOAAWMX B TPYNMY pUCKa, TaKUX
6epemMeHHbIe UMK KOPMSILLME YKeHLLUHbI 1 AETU.
' N Tleped WCMONb30BaHWEM BU3yaslbHO OCMOTPUTE U TulATeNlbHO NpoBepbTe YCTpoiicTBa. HecobniogeHue ycnoeuii
TPAHCMOPTUPOBKU H/UMN XPaHEHUST MOXKET MPUBECTM K MOBPEXAEHNIO YCTPOICTBA.
>CTepu/IbHOCTb rapaHTMpyeTcsl TONbKO B TOM Cllydae, ec/ii CTepu/ibHas YNakoBKa He MOKpasi, He BCKPbITa, He MoBpeXaeHa U
He c/ioMaHa. He ncnonb3yiiTe yCTPOMCTBA, €CIM CTEPUILHOCTL He rapaHTUpyeTcs.
« [poBepbTe CPOK rOAHOCTU, YKa3aHHbI Ha MPUKPENIeHHO 3TVKeTKe. He NCMonb3yiiTe ycTpoiicTBa noce aToli aaTbl.
* YCTpOIicTBa A0OMKHbI UCMO/b30BATLCA CPA3Y XeE MOC/E BCKPbITUSA CTEPULHOI YNaKOBKM.
» ToNbKO ANA OAHOPA30BOr0 WCMOMNb30BaHWs. MOBTOPHOE WCMO/b30BaHWE YCTPOICTE COMPSXKEHO C PUCKOM MNepPeKpecTHOro
VH(OULMPOBAHMS HE3ABMCUMO OT CMO/b3YeMOro MeToAa OUUCTKU N CTEPUINZALNN.
* He cTepunusoBaTb MOBTOPHO, He MoABepraTh AafbHeiilleii 06paboTke. [MOBTOpHAs CTEPUNM3ALMS MOXET OKas3aTbCs
Hea(h(HEKTUBHOI 1 HAPYLINTL LIeNIOCTHOCTbL YCTPOCTBA, UTO MOXET NPUBECTMU K HENPEAHAMEPEHHbIM TPaBMaM.
» CoefyHeHWe TPy6BOK JO/MKHO 6biTh BbIMOSIHEHO TAKUM 06Pa3oM, UTO6bI UCK/THOUUTL NePEerntbl NN Cy>KeHUS.
 V36eraiite KOHTaKTa CNMPTa, aHECTE3UPYIOLUX XKMAKOCTEN MM KOPPO3WOHHbLIX PacTBOPUTE/NEN C YCTPOCTBAMU, TaK Kak OHW
MOTYT HapYLUNTb UX KOHCTPYKTUBHYH LE€OCTHOCTb.

AOTOXHO!

* Hukorga He paCI'IaKOBbIBaVITe N He TOTOBbTE JINHUUN MELLKOB A1 CTOJSla pA4om C XVIpypI'VILIeCKOVI paHon nauneHta. CbeMHble
4acTu, N10X0 3aKpensieHHble, MOryT He3aMeTHO ynacTb B MOJI0OCTb NayueHTa.

« [locne wucnosb3oBaHMA yTVII'IVI3I/IpyVITe yCTpOVICTBa B CoOTBeTCTBMN C ,D,eVICTByI'OLIJ,VIMVI HOPMAaTVUBHbIMM aKTaMun CTpaHbl, B
KOTOpOI7I OHM NCNONb3YHTCA.

YCTAHOBKA
CwMm. pasgen ‘YcTaHoBka Tpy60K' B pykoBoAcTBe nonb3oBatens Performer HT,
BHUMAHU

BbinonHuTe npouefypy € UCMNOb30BaAHUEM acenTNYecKon TeXHWKK.

MNPOLEEAYPA 3AMNONHEHNA KOHTYPA
TwarensHo crneayiiTe NoWAaroBbiM UHCTPYKG 1AM, NpUBEAEHHBIM B PyKOBOACTBE Mosib3oBatesis PERFORMER HT gns npasusibHoiA
3a/IMBKM 0HOPa3(»0ro KoHTypa.

OcTtopoxHo!

1) /[ns 3anvBku 1 ONoackMBaHWUS pPeKoMeHyeTca 1cnosib3oBaTb He MeHee 2000 M1 aepunbHOro huspacreopa.

2) Ha aTux aTanax pekomeHayeTcsi c/torxa nocTyyaTb N0 BHELIHe CTOPOHe TPYOKU, YTOBbl 06NErUUTL YaaneHne BCEro Bo3ayxa u3
KOHTYpa, 0CO6EHHO M3 CermMeHTa C HU3KUM PacxoAoM.

TEPAMNWA
NOArOTOBKA, ®A3A 3AMNONHEHUA MNMALIMEHTA;
CMm. pasgen "lNoaroToBka K chasze 3anofiHeHWs naumeHTa” B pyKOBOACTBe nonb3osatens Performer HT.

OCTOPOXHO!

Bbi6epuTe Ha 060pyA0BaHUN COOTBETCTBYHLLWA 06bEM U TeMnepaTypy 1 3aneiite 06beM pacTBopa, YTo6bl NPOBECTN Nepdy3nio
nauueHTa; Ha 3ToM 3Tane TWaTesibHO y6eauTech, YTo BO3AyX, NOCTYNaKwLW Wi 13 OTBOAHOMO NakeTa cTona, afekBaTHO 3ajepXnBaeTcs
n/vnu ypansieTcst cuctemoli ounbTpaunm, BCTPOEHHOW B pe3epByap, NoABELIEHHbI Ha LWKase ycTpoicTea

Xupyprudeckas 6pvraga HenocpeAcTBeHHO OTBeYaeT 3a NpaBu/ibHOE pa3MeLLEHVE KATETEPOB, a Talkoke 3a BbIOGOP KaTeTepos,
OT/INYHBIX OT TeX, KOTOPble BXOAAT B KOMM/IeKTbl R9900067 1 R9900110.
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PYCCKW
jHI8ld
Meeyl13aHHbIE YCTPOKCTBA GbIAN paspaboTaHbl 415 UCMOb30BaHNA NPU MaKCMMaibHOM AaBnieHnn 4o 500 Mm pT.cT: Rand
IHECET OTBETCTBEHHOCTU 3a HENPaBW/IbHYO HACTPOIiKY NapamMeTpoB WK clyyaliHoe N36bITOYHOE faB/ieHne B YCTPOACTBAX,
~bllatolee 3TOT Npeaen 6e30NnacHoCTU.

yJIEYEHVEE. OBLLUWE NMPUMEYAHWNSA;
[NA NpaBWbHOIO BbINOMHEHNA 3TOl hasbl cnefdyiiTe YCNOBUAM U yKazaHUsM, NPUBEAEHHbIM B PyKOBOACTBE NOJIb30BaTENS
/IPERFORMER HT.
/ — Bo Bpemsa nepdy3nn pekoMeHAyeTCa NPoBepATb COCTOAHWE HacbILWeHNs unbTPOB, BCTPOEHHBIX B NOMYXeCTKUA pesepsyap,
. | nofBelleHHbIi Ha WKane o6opyfoBaHNa HesaBMCUMO OT NaTonorkn nauneHTa, ANNTENbHOCTW JIEYEHUS U XMPYPrUYECcKoro nogxoaa
m | (3aKkpbiTas uam oTkpbiTas nepdysmsa xmeoTa), ybeantech, YTo hnIbTPbl XOPOLIO BUAHbLI HA NPOTSHXXEHWN BCel (|)asbl neyeHns, Habnwoaas
fasneHue Ha akpaHe PERFORMER HT u Bu3yasnbHO nposepss ero.
A JOCTOPO)A
RAND pekomeHAyeT NocTeNeHHO J0CTUraTb NpPaBW/ibHbIX NapaMeTpoB fleveHus, YTobbl ob6ecneynTb NpaBubHOE HaYano Tepanuu, a
Takke nNpaBubHOE NPOBELEHNE NeveHns.

NEYEHWVE, MHBEKLUWMWN NEKAPCTB (HEOBA3ATE/1bHO):

— Rand npegnaraeT BBOAUTb IeKapCcTBa WM akTUBHbIE MOJIEKY/Ibl Yepe3 KOHHeKTOpbl Clave (CUHWE), MHTErPUPOBaHHbIE B Pa3/IMyHble
TOUKN MUKPOCXEMbI.

— [ina nonyyeHus Haunyywero TepaseBTUYECKOro pesdy/ibTaTa pekoMeHAyeTcs BBOANTb MHBEKLMOHHbIE NpenapaTthl TO/bKO Toraa,
Koraa B paiioHe nepdyysun yxe LOCTUTHYTA HeO6XoAMMas TemnepaTypa nevyeHns.

¢ HUMAHN

Kaxxnoe pelueHne 06 ypoBHe TemMnepaTypbl, MPOA0MKUTENBHOCTM NeEpdy3nmn 1 PacnofioKEHUN KaTeTepa nepejaeTcs Bpayy,
OTBETCTBEHHOMY 3a Teparnuio, a TakkKe peLleHusi 0 403MPOBKe U METOEe UHBLEKLMIA, B COOTBETCTBUM C YCTAHOBIEHHbLIMU
orpaHuyeHnsMK UCMoib30BaHUs annaparos Rand.

COBMEeCTMMOCTb UCMO/b30BaHNSA YKa3aHHbIX YCTPOWCTB C HEKOTOPbLIMU LWMPOKO UCMO/b3YEMbIMU IEKAPCTBEHHbLIMN
CpeACcTBaMM * MO YCMOTPEHMIO Bpaya *npv BHYTPMOPIOWWHHON 1/Mnn BHYTPUNEBpasibHOM rmnepTepmasbHoi nepdysmm 6oina
COOTBETCTBYIOLLMM 06pa30M NpoOBepeHa NyTeM TLLATE/IbHOTO U3YYEHUSI HAYYHOU MTepaTypbl Y aHann3a AaHHbIX KIMHUYECKMX
UCMbITaHUA KOMMEPYECKUX NMPENapaToB, OCHOBAHHbIX Ha CeAyHLMX aKTUBHbIX KOMMOHEHTaX KOHCONNAMPOBAHHOIO
ucnonb3oBaHua: KAPBOMMATUH, UWACNAATVH, MUTOMULH C, AODPUAMULINH/OOKCOPYBUYNH, NPUHOTEKAH,
ME/Ib®ANTAH n OKCANMUNNATUH. KomnaHusi Rand He HeceT HMaKO OTBETCTBEHHOCTM 3a MCMNOMb30BaHME YCTPONCTB B
coYeTaHWU C ekapcTBaMu Wan npenaparamv, He NPOLIEALLINMUN NPeABapUTETbHYHO OLEHKY.

OCTOPOXHO

MeguwwdHckue npn6opsl 13 MBX He 4OMKHbI MCNONb30BaTLCA 415 UHDY3UM NpenapaToB Ha OCHOBE NUNUAO0B (Hanpumep. MaknuTakcens),
Cnoco6HbIX ussnekatb 43P M nHbiIM 06pa3om HeCOBMECTUMbIX C dTanaTtamn. PekomeHayeTca BHUMATEIbHO NpoYnTaTh
MHhopMaLMOoHHY0 6poLuUtopy O npenapaTe, KOTOPbIV OyAeT BBeAEH Nepef UCnosb3oBaHnem npubopa, 4Tobbl UCKIOYNTL N06YI0
HECOBMECTMMOCTb

OKOHYAHWE NNEYEHWA XXNAKOCTb 414 NMPOMbIBKU W BOCCTAHOBJ/TEHUA

BHyTpunepuToHeansHas w/'vnm BHYTpUNaeBpasbHas runeptepmanbHas nepdysus BkatodaeT (pasy BOCCTAHOB/IEHUSI U NPOMbIBKU. B koHLUe
¢hasbl Tepanuu HauMHaeTcs hasa 0L4HOBPEMEHHOr0 BOCCTAHOB/IEHUS U NPOMbIBKYA A5 YAANIEHUS pacTBOPa, UCNO/b3YyeMOro Ass
rMnepTepMuyeckoii nepdysnn, N BO3MOXHbIX OTXO0B. STU LWATK BbINOMHSAITCA NyTEM HAMO/IHEHWS1 aHATOMWUYECKOTO paiioHa
npesBapuTesibHO 3afjaHHbIM KOJIMYECTBOM CBEXEro MOKLLEro pacTeopa. B cBs3n ¢ NOTEHLWA/IbHON BbICOKON 0CTATOYHON TOKCUYHOCTbLIO
nepgy3noHHbIX PACTBOPOB U A1 TOTO, YTOGbI NO3BO/IUTH MEAWLIMHCKOMY NepcoHasy BbINO/HATL 6e30MmacHyto nepdysnto U NPOMbIBOYHbIE
npoueaypbl BOCCTAHOB/IEHUS U YAANEHUS XUAKOCTEN, cnesyiiTe NpUBELEHHbIM HUXKE YKa3aHUsM.

®A3A MNMPOMbIBKW:
Cwm. pasgen "MoAroToBka K ase NpombIBKM" B pyKOBOACTBe nonb3osartens Performer HT.

3AMEHA KOMMOHEHTOB

B kauecTBe Mepbl NPeLOCTOPOXHOCTH Ha 3Tane 3a/MBKM U Tepanuu BCcerga AoKHO GbiTb B HANIMUYUKM 3anacHoe YCTPOCTBO, eCN Bbl
cunTaeTe, YTO Kakoe-NM60 cobbiTne (HanpuMep, HegocTaToyHasA NPOU3BOANTENbHOCTb, YTEUYKU, HACbIWeHne unbTpa u T.4.) MOXeT
noBnMATb Ha 6e3onacHOCTb NauueHTa/nonb3oBaTens, NpepBuTe NeYeHne, kak onMcaHo B MHCTPYKLUK MO 3aKcnayaTauum obopyaoBaHusa
PERFORMER HT (pa3gen 'Mpoueaypa’; 'TIpuHyanTeNnbHOE NpepbiBaHne Ne4YeHuns’) n nepexoanTe K 3ameHe SIMHNUN.

MEAVUNHCKUE MPUBOPHLI AN14 COBMECTHOTIO NCMOJ/Ib3OBAHUA
OpHopasoBble ycTpolicTBa npoun3BoAcTBa komnaHnm RAND crneuuanbHo paspa6oTaHbl 47151 UCNOb30BaHUS B COYETaHUN C

o6opyaosaHnem RAND PERFORMER HT
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JIMOCTb MCNO/b30BaHMA AaTUYMKOB TeMnepaTypsl Mon-a-therm (kog 90050) ¢ ycTpoiicteom PERFORMER IHT nogteepxaeHa
BTCTBYIOLLMM 06pa3om.
%rnble cUIMKoHOBbIe kaTeTepbl Ch 24 (kog R99000771) 6b1nm cneymanbHo pa3paboTaHbl 4719 MCNONb30BaHNA B COYETaHUUN C IMHUSAMMA
.m/DkeTbl 4NA cTona ana nHdysnn’ (kog fA500158) u ‘MakeTsbl Ana ctona ana otesoga’ (koaR2500157).
/obpaTHbIil noToK (kog R9900101) ABnseTCcA NPUHAANEXHOCTbIO, NMpeAHa3Ha4YeHHol AN COefUHEHUS MexXay NTUHUAMN 060pya0BaHNA
jfNang&Go v nuHusimmn naketos aona. [na HACTPOWKM U MCMOb30BaHMS AAHHOTO akceccyapa CM. MHCTPYKLMK MO aKcnayaTauymu,
7 npunaraemble Kk ynakoske Flow Reverse (O6paTHblii NOTOK).

AT ow
0aMeCTMMOCTb UMCNONb30BaHUA yCTpOVICTB, nepevyncneHHbIX B ,El,aHHOI7I MHCTPYKLMN NO aKcnnyaTtaunu, Oblna Haanexauwum

6pa3om NoATBEpXKAeHa U NPOBEpeHa ncnbnaHmsMm Invitro v in vivo. KomnaHus Rand He HeceT 0TBETCTBEHHOCTU 3a Nto6ble
..0CNIEACTBYS, NPOGIEMbI UM HEUCMPABHOCTM, CBSA3aHHbIE C UCNO/b30BaAHWEM CUCTEMbI B COMETaHWM C ApYTMK
ycTpoicTBamu, He NPOLWEALIVMYA NPEABaPUTENIbHYHO OLEHKY.

OrPAHNYEHHAA TAPAHTNA

HacTtosuwaa orpaHnyeHHas rapaHTus JOMNOJIHAET no6ble 3aKOHHbIE MpaBa MoKynaTeNs B COOTBETCTBUU C JeliCTBYIO L LW
3aKOHOAaTe/IbCTBOM.

RAND rapaHTMpyeT, 4TO Npy M3roTOBAEHUN AaHHOTo Mean*HCKOro nsaenvs 6b11m NpeanpuHATLE BCe pasyMHble Mepsbl
npefoCTOPOXHOCTN B COOTBETCTBUM C XapakTepoM yapoicTea u ero npegHasHadeHnem. RAND rapaHTvpyeT, 4To MeAuLMHCKoe usgenue
cnocxabHo paboTaTtb Tak, kak ykasaHo B HACTOsILLel MHCTPYKLMKU NO 3KcnyaTauum, Npu MCNob30BaHWN B COOTBETCTBUN C HUMW
KBaIMMULMPOBaHHbLIM MO/Ib30BaTe/IEM U O UCTEUEHUsI CPOKa roHOCTH, yKka3aHHOro Ha ynakoske. OgHako komnanuss RAND He moxeT
rapaHTupoBsaTb, 4YTO Nosb3oBartesb 6yAeT UCNO/b30BaTb YCTPONCTBO NPaBU/IbHO, YTO HENPABW/bHbIA AMArHO3 UK Tepanus u/unun ocobble
husnyeckne n buonornyeckme xapakTepucTukn OTAENbHOIo NauueHTa He NOBAUSIOT Ha ero paboTy n ahheKTUBHOCTbL C BPeAHbIMU
nocnejcTBUAMK ANA NaUneHTa, Aaxe Npu cobaAEHUN MHCTPYKUKI No npumeHeHnto. Komnanua RAND, nogyepkmBas He06XoANMOCTb
CTPOroro cob6a04eHNst MHCTPYKLMW N0 3KCnayaTaunn n NpUHATAA BCEX HEOBXOAMMbIX Mep NPeA0aopoXHOCTH A4NA NPaBUIbHOIO
MCNO/Ib30BaHNA YCTPOCTBA, HE MOXET HECTU HWKAKO OTBETCTBEHHOCTH 3a /to6ble NOTEPU, MOBPEXAEHNS, pacxoAbl, NHUUAEHTbI Uan
nocneAcTens, NPSIMO UM KOCBEHHO BO3HMKalOLW e B pe3ysibTaTte HenpaBuibHOTO NCNoNb30BaHNA AaHHOro ycTpoiictea. RAND o6s3yeTcs
3aMeHNTb MeAULMHCKOEe U3fenne B TOM cC/iydae, eC/in OHO UMeeT fedekTbl Ha MOMEHT ero pasmeLleHns Ha pbiHKe U BO BpeMs ero
pocTtaskn komnanneit RAND g0 MOMeHTa NocTaBku KOHEYHOMY Nonb3oBaTesio, 3a UCK/IYEHNEM CnyvaeB, Koraa Takue gedekTbl
BO3HWK/W B pe3yfbTaTe HenpaBubHOT0 0bpaLleHns co CTOPOHbI NokynaTens. BbilweykasaHHOe 3aMeHseT BCce Apyrne BHble Uan
nogpasymeBaemble, MMCbMEHHbIE UV YCTHbIE rapaHTumn, BKIYasa rapaHTum TOBapHOCTM U NPUTOAHOCTU A1 UCMOJIb30BaHUA No
HasHayeHuo. HuKTo, BKNloYas No6oro npefcTaBuTens, areHTa, gunepa, AUCTpMObLIOTOpa Uau nocpeaarvka komnadnm RAND nnun no6oit
[PYroit NpoOMbILLINIEHHON UM KOMMEPYECKOil opraHu3auun, He UMeeT npasa AefnaTb HUKakux 3asiBNeHunii nnn gasatb Kakne-nn6o rapartmm
OTHOCMUTE/IbHO JaHHOT0 MeAMLMHCKOTO U3e/ns, 3a UCK/TIUYEeHeM CyYyaeBs, NPsSMO yKasaHHbIX B HacTosAWwem JoKyMeHTe. KomnaHus
RAND oTka3biBaeTcs OT /1106bIX rapaHTUii TOBA;M)ro COCTOAHUSA ¥ NPUTOAHOCTU A1 UCMOMNb30BaHNSA B OTHOLWEHNN faHHOT0 n3genus, 3a
UCK/TIOYEeHNEeM Tex, KOTopble NPSAMO YKa3aHbl B HacTosLWweM AokyMeHTe. Nokynatesnb 0653yeTcs cob6t04aTh YCN0BUSA HacToAlWw el
OrpaHWMuYeHHO rapaHTum 1, B YaCTHOCTU, cornalaeTcs, B cyyae cnopa unu cygebHoro pasbupaTtenscrtea c komnanueii RAND, He
npeabAaBAATb NPETEH3MI HA OCHOBaHWM MpeAnosiaraeMbiX UV f0Ka3aHHbIX U3MEHeHW, unn MmoanduKaunii, BHECEHHbIX B HACTOSLLYIO
OrpaHNYeHHYI0 rapaHTuio N06bIM NpeAcTaBuTesIeM, areHToM, AUIepoM, AUCTPUOLIOTOPOM UM MHBbIM NocpeAHnKoM. CyliecTByowme
OTHOLLEHNA MexAy CTopoHamu Jorosopa (Takke B c/lyyae, ec/im OH He 0(hOPMJIEH B MUCbMEHTOM BUAE), KOTOPbIM HacToswas FapaHTus.
ee TOJIKOBaHWe 1 UCMOJIHEHNE, He UCKoYas U / n 3ape3epBuUpoBaHHbIe, PEryvpyroTCa UCKTIOUNTENTIbHO UTaNbAHCKUM
3aKOHOAATEeNbLCTBOM U OpUcauKumeld B kauecTBe cyaa 6bin BbiGpaH cyn MogeHsl (UTanus)

Hang&Go HT4

OoWw-TNUMOVNHAA AOKYMEHTALIMA HANG&GO UT BASIC
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RanD S.p.A. (PaHaC.n.A.)

Via Statale 12, H»62 m41036 MEZO/1/iA (MO)
Ten. «39 0S3S 49283 dakc «39 0535 660636
A N 3. noyta info®rand-biotech.com Be6 cakT: www.rand-biotech.com
SYNPEXAEHNEL
Mepepn 3anyckom elle pa3 nposepbTe, NPaBU/LHO N1 3an0/IHeHbl YCTPOICTBA, NOAK/IOUEHHbIE K LIeNy n/Mim ncnonb3yeMble B
Hauun ¢ Hell.

.y [ns Hagnexauwero MOHUTOPUHra Tepanun NogknlounTe kabenm AatyrkoB TemnepaTypbl K COOTBETCTBYOLW MM pa3beMaM Ha Mogyne

HTS cuctembl PERFORMER HT (o1 T1 go T8);

* Cnomoublo COOTBETCTBYIOLLErO kabens NogknunTe AaTinkn TemMnepaTtypbl, pacnonoxeHHble Ha NuHuM A/V, K kaHanam T1
n T3 mogynsa HTS;

e C nomouibio COOTBETCTBYHLLETO Kabens NogkNoUnTe AaTUNK TEMNEPATYpbl, PACNONOXEHHbIN Ha NUHUKN AJl/, K kKaHany T2
moayna HTS;

e Tlpu Heo6x0AMMOCTN NOAKNAOYMNTE NGO APYroi AaTyMK TemnepaTypbl K COOTBETCTBYOLMM kaHanam Mogyna HTS;

I) OTKpoiiTe BHELLHIOW yNnakoBKy ocBoboguTe nnHum A/V nakeToB cTona R2500183 1 3akpenuTe MHUI0 BO3BPaTa BEHO3HbIX KaHIOMb U
NHUI0 0TBOAA KaHio/lb CHMMUTE CUIMKOHOBBIN U-06pasHblil coefuHNTENb, COeANHALWNIA NNHUI0 a6CTUHEHUUN 1 MH(}}y3un, n coegmHuTe
NX COOTBETCTBEHHO C BEHO3HLIMW 1 @apTepuasibHbIMW KaHIIAMW, PacnofioXeHHbIMU paHee B COCYAUCTbIX 0CTynax paioHa nepdysuu.

4) Korpa KpoBb HayHeT MOCTynaTb B KOHTYP, HaYyHWTe Nojady KMCnopoja K BXxoAy rasa B okcureHaTop. YTtobbl n3bexaTb rasosoii
3aM60nUN B KOHTYpe KpoBYW, ybeanTech, YTO AaB/ieHne BHYTPU KPOBSIHOTO 6aka Bcerfa Bbllle, YeM flaBneHne B ra3oBoM bake.
5) RAND pekomeHAyeT noCTeNeHHO 4oCTUraTb NpaBu/ibHbIX NapaMeTpoB fleyeHnsl, 4Tobbl o6ecneunTb NpaBubHOE Havano Tepanuu.

BHUMAHU

YcTpoiictBa UMK 661N paspaboTaHbl AN UCNONb30BaHWUS NPU MakcUManbHOM aaBneHun go 500 mm pT.cT. KomnaHus Rand He
HeceT HUKaKO OTBETCTBEHHOCTM 3a HeMpaBU/IbHYI0 HACTPOIiKy NnapaMeTpoB WAW CryvyaiiHOe MOoBbllWEeHe JaBNeHns B
yCcTpolicTBax A0 YPOBHE, HECOBMECTUMbIX C YKa3aHHbIM NpeAeibHbIM 3HaYEeHUEM.

TEPAMNA

OBWWE NHCTPYKLNW:

[ns npaBUNbHOIO BbINOMHEHUS 3TOl ha3bl cnefyiiTe ykasaHuam, npuBeAeHHbIM Ha akpaHe o6opyaoBaHus PERFORMER HT
(pykoBoACTBO Nosb3oBaTeNs U nHANKaLMa o6opyaoBaHus].

— Bo Bpems aKcTpakoprnopasnbHoii asbl KpoB palyeHns pekoMeHAyeTcs NOCTOSHHO KOHTpoIMpoearb YpoBEHb KPOBU, APeHUpYyeMoii
13 pe3epByapa OKCUreHaTopa BeHO3HbIX KOHeYHocTeli/opraHa, 1 NpaBubHO peryanpoBaTth KPOBOTOK, YTOObI N36exaTb NOHOro
MCTOLLEHNA BEHO3HOIO KapAnoTOMMYECKOro pesepsyapa v nocseAytoLero BO3MOXHOro 4ocTyna Bo3jyxa B KDOBOTOK.

— Uepes HecKos/IbKO MUHYT Noc/ie Havyasna Tepanum pekom”~yeTcs NPoBeEpUTbL COCTaB ra3os KPOBU (C MOMOLLbIO FeMOorasosoro
aHasnmsartopay); npu Heo6XoANMOCTN OTKOPPEKTUPOBATbL KOHLEHTPAaLUIo KUCI0poAa BEHTUNALMOHHOTO ras3a (PHO2), noBepHyB perynatop
PErysimpoBK1M CMeCUTesIbHOTro pacxogomepa

— [1OCTOSIHHO KOHTPO/IMPOBATh MPaBWU/IbHOCTb JO03NPOBKN M 3P (DEKTUBHOCTb NPUHUMAEMbIX aHTUKOAry/IAHTOB, A0, BO BpEMS 1 nocne
Tepanuu.

WHBEKLUWW NEKAPCTB (MO XENAHWIO)

— Rand pekomeHAyeT BBOAUTbL npenapart HenocpeAcTBEHHO B BEHO3HbI pe3epByap OKkcureHaTopa Wam yepes CooTBEeTCTBYHOLW M
K/eLWHeBOI COeAVHUTENb, YCTAHOB/IEHHbIW HA IMHUK BRycKa okcureHaTopa, kog R2500184.

— [ns foCTMXEeHWA Haunydllero TepaneBTUYECcKOro pesynbTara pekoMmeHgyeTcs BBOAUTb Npenapar To/MbKo TorAa, korga nepdysvsa
KOHe4HocTu/opraHa yxe AoCTUrna yCTaHOB/IEHHON TeMnepaTypbl Tepanun

ILP HT-4

OMEPALMOHHAA NOKYMEHTALUMA HANG&GO HT BASIC
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RanD S.p.A. (Paug C.n.A.)
Via Statate 12, Ne 62 - 41036 MEZOJI/IA (MO)

/\ Ten. *39 0S3S 49283 ®akc *39 0535 660636
a I I 3n. nouta info®rand-btotech.cofn Be6-caiiT: www.rand-biotech.com

PYCCKMN

peLLeHne 06 ypoBHE TemnepaTtypbl, NPOAOMHKUTELHOCTU Nepdy3nmn 1 pacrnosioXeHNV KaHo/b nepegaeTcs Bpady,
10wy 3a Tepanuto, a Takke 0 A03MPOBKE U CNoco6e NHbeKLMIA NIekapcTB B COOTBETCTBMMN C YCTAHOBEHHbBIMU

rpaHUYeHNsIMI UCNOJb30BaHNSA ycTpoliicTe Rand.
COBMECTVMOCTb MCMO/Ib30BaHMSA YKa3aHHbIX YCTPONCTB C HEKOTOPbLIMM LUIMPOKO UCMO/b3YeMbIMU IEKapCTBEHHbIMN
cpeacTBamMy * Mo YCMOTPEHMIO Bpaya - MpY M30/IMPOBaHHOW rMnepTepMUYeckoil nepyanoHHONn 06paboTke Hag/exatim
06pa3oM MpoBepeHa NyTeM TLWATeIbHOTO M3yYeHUs1 HAY4YHOW IMTepaTypbl U aHa/IM3a AaHHbIX KIMHUYECKUX UCMbITaHW,
CBSA3aHHbIX C UCMO/Ib30BaHNEM KOMMEPYECKMX COeANHEHWI HA OCHOBE CeAy WX akTUBHbIX NHIPeLNEHTOB
KOHCONMAMPOBaHHOro ucnonb3osanus; TNF-a, AAPUAMULIH/AOKCOPYBULIMH, OKCANTUNNATVH n MENTb®ANAH. KomnaHus
Rand He HeceT HMKaKO OTBETCTBEHHOCTM 3a UCMO/Ib30BaHNe YCTPONCTB B COMETAHUN C IEKApCTBaMM UK MpenapaTamu, He

npoLesWumMm NpeLBapuTe/bHYH OLEHKY.

PEAYMNPEXAEHUE]
MeaunuuHckue npnéopsl 13 MBX He A0/KHbBI UCMOMBL30BATHLCA AJ151 UHADY3WK NpenapaToB Ha OCHOBE NNMUAOB (Hanpumep, MNaknutakcens),
CMOCOGHbIX U3BMIEKaTb A3 ® UM UHBIM 06Pa30M HECOBMECTUMLIX C (|)Tanatamu. PekoMeHAyeTcs BHUMATEIbHO NPoUMTaTh
VHhopMaLMOHHYI0 6poLLiopy O Mpenaparte, KOTOpbI 6yAeT BBeAeH nepes Ncnonb3oBaHeM nNpu6opa, YTo6bl UCKTIUYNTL N06YI0

HEeCoBMeCTUMOCTb

3ABEPLUIEHWE TEPAMW; BOCCTAHOBJIEHUE )KI/I,EI,KOCTEIZ

'LRT* Tepanusi nogpasyMmeBaeT BOCCTAHOB/IEHNE XWUAKOCTEW, MCNOMb3YeMbIX BO BPEMS rMnepTepMuyeckoii nepdysnu, KoTopblie MoryT
MCNONb30BaThCA B COYETAHMU C lIekapcTBamMu. B CBA3M C BbICOKMM YPOBHEM OCTATOUYHOW TOKCMYHOCTU NEePyY3INOHHbIE XUAA0CTU AOKHbI
6bITb (h3MYECKM M30/1MPOBaHbI U COGpaHbl 0TAEeNbHO. [InA 3Toro B KOHTypax 'ILP* npegycMmoTpeHa cneyunanbHasa cuctema ans
BOCCTaHOB/IEHWSA N KOHTPOS XUAKOCTEN, MCNO/b3yeMbIX BO BpeMsl Tepanuu. Becb 06beM Takvx XUAKOCTEW, B XyALLUEM Ciiyyae, MOXeT
6bITb COOpaH B NoaxoaALWmMe MeLkn Ana oTxonoB (kog P25(K018B), uTo no3BonseT 6e30nacHo ynpaBnaTb pa3oii ONOPOXHEHNS.

®A3A NMPOMbIBKW/PENH®Y3NI;

Mpexae YeM akTUBUPOBaATb 3Ty (hasy
— loBecbTe nakeT ¢ pacTBOPOM, KOTOpbI/ 6yeT NCnoib30BaTbCs A8 ONONACKMBAHNSA, HA CTOWKY:
— MNopacoeanHuTe AONONMHUTENbBHBIA 5-NMTPOBLIA MeL oK ANA 0TX0A0B (kog R2500188, BxoAAWMIA B KOMNIEKT NOCTaBKN) K COEAUHNTENIO

nuHum AV, kog R2500183.

3AMEHA JETAJEN

B kayecTBe Mepbl NPeaoCTOPOXHOCTU Ha aTane 3anpaBkn 1N BO BpeMsa Tepanun ecerga gos/nkHo ObITb B HANMUYMK 3anacHoe yCTpOﬁCTBO.
Ecnu Bbl cuntaeTte, 4TO onpeaeneHHoe cobbiTve (Hanpumep, HeAOCTaTOYHbIE XapakTEPUCTUKM, YTEeUKN, aHOMasbHble napaMeTpbl KPOBU U
T.,q.) MOTYT NOB/INATb Ha 6e30nacHoOCTb HauMEHTa/I‘IOJ‘IbSOBaTeJ‘IH, nepexoanTe K 3aMeHe JIMHUU, KaK onucaHo B pykoBoACTBE MO
akcnnyataummn obopygosaHns PERFORMER HT,

MEAVNUNHCKWE NMPNBOPBLI. KOTOPLIE MOI'YT MCMNOJ1Ib3OBATLCA B KOMBUHALWI C APYT MU MEOAVNLIMHCKUMIK
MPVBEOPAMU

Habopmarunctpanein ILP HT, kog P99CHO086, 6b111 cneunanbHO paspaboTaH 418 MCNO/Ib30BaHWA B coyeTaHumn ¢ annapatom RAND
PERFORMER HT,

Komnnekt npoBoAoB 6bl/1 ONTUMU3NPOBAH [0S NOAK/IIOYEHNA K KNC/IOPOAHBIM reHepaTopaM, TeXHUYeCcKne XxapakTepucTukn KoTopblx
COOTBETCTBYIOT XapakTepuUCTKaM, U3/TI0XEHHbIM B naparpa<t>e ‘TexHuyeckume xapaaepucTuKkn’ . 1 KOTOPble OCHaLLEeHbl C/efyoLWnmMn
pasbemamu: 1/4* nosa Bxoda v Bbixoda Kposu, 3/8' [0S XKeCTKOro BEHO3HOro pesepsyapa n Hansen-tuna ans Tennoo6MeHHuKa.

BHVMAHWU
CoBMecTUMOCTb yCTpOVICTB, nepeyvyncneHHbIX B ,D,aHHOVI NHCTPYKUMN, 6blna [oKa3aHa 1 npoBepeHa ¢ NOMOLL b0 TeCcToB In vitro n

Invivo. KomnaHusi Rand He HeceT OTBETCTBEHHOCTM 3a 1t06ble NOC/eACTBUS, NPO6IEMbI MU HEMCNPABHOCTU, CBA3AHHbIE C
MCMO/Ib30BaHNEM CUCTEMbI B COYETAHUM C APYTUMM YCTPONCTBaMM, HE NPOLLIEALIMMUN NPeAaapuTesibHYHO OLEHKY.

ILP HT-5

OMNEPALUMOHHAA ANOKYMEHTALINA ilIANG&O00 HT BASIC
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& RanD

RanO S.p.A. (PaHg C.n.A.)
via Statale 12,62

41036 Megonna, (MO) Utanusa
Ten.+39 0535 49283

dakc+39 0535 660636

3n. nouyta infoOtrand-biotech.com
Be6-caliT, wvw.rand-biotech.com

Pea 18
WHcTpyKuns no akcnnyartayun Hang&Go HT

Kog R2100372

OMNEPALUMOHHAA AOKYMEHTAUUA HANG&GO UT BASIC
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RartD S.p.A. (PaHaC.n.A))
Via Statale 12, Ns 62 « 41036 MEJOA/IA (A40)
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15.2 MpunoxeHnn 2_TpackKT 3TUKETKU

/pocKT aTnKeTKKN Ans Habopa HANG&GO HT BASIC ( RanD S.p.A))
Jlorotunn KOMMaHnnN-npomn3sognTesiAa

HanmeHoBaHMe MegULIMIHCKOIO U3fenus
3Hak CE- Mapk
KaTtanoxxHbIin Ne
Cepus
JaTta n3rotosseHud
U, Mcnonb3oBaTtsk A0....
CT1epusibHO, CMOCo6 CTEPUNN3ALMN: OKCULOM 3TU/IEHA
ANnMporeHHo
M3genvie He cogep>XUT naTekca
He nonnieX>knt noBTOPHOMY MPUMEHEHUIO
TemnepaTypHbIA peXxknM xpaHeHus: oT 5 o 35°C
Bepeyb OT COMHEYHbIX Ny4yeit
Bepeyb oT BRaru
N3penve He Nogne>XXnT NOBTOPHOM cTepmnnnsaumn
N3penve cogep>kuT dotanarbl
He ncnonb3oBaTh Npy NOBPEXXAEHHOW yMNaKOBKe
BHuMaHMe! O3HaKOMbTECh C COMNPOBOANTENBHLIMU JOKYMEHTaMMN
Ne 1 gaTa BbLLAYM PerucTpaymMoHHOro y40oCcTOBEpPEHUS Ha MeAULIMHCKOe 13aenve

Mo Bonpocam, KacalowuMmca o6palleHns MeaMUMHCKOINo usgenusa, obpawiartbca K
YnosniHoMmoyeHHoMy npeactasutesito:  OOO  «brokommepuy», 123592, MockBa, yn.
Kynakosa, g. 20. ctp. 1A. Ten: (495) 781-17-87: www.biocommerce.ru

e LLTpuX-KoA CTPaHbI-NPOV3BOANTENSA

* HanmeHoBaHVe KOMMaHMM NPOV3BOAUNTENSA C YKa3aHUEM ero ajpeca.

Ha aTukeTKe GyAyT yKasaHbl crefytoline MaHunynsuMoHHbIe 3HAKK:

n/\
f" Koz [laTa 13roToBneHs

CrepunbHO; CTEPMIM30BaHO OKCUAO0M

S Vcnonblosartb 10 STERILE EO 3TUeHa

AMNVporeHHo He nogniexkut noBTOPHOMY MPUMEHEHNIO

Vi3nenvie cogepxuT qitanatl 812-93/42EEC gH:;g%?Ecé’gTBeTCTByeT crarke 12 MDD
3Hak CE mapka.

He 1cronb30BaTh Mpy MOBP>EXAEHHON MefuLmHCKOe U3aenne COOTBETCTBYET

yMaKoBKe C€ AvpekTuee EBponeiickoro coseta MDD
93/42 EEC

OMNMEPALNOHHAA AOKYMEHTALINA HANG&GO HT BASIC
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/ I TemnepatypHi#t pexxuM XpaHeHHS * Bepeus ot Bnarn
/ ﬁi’“ Jepxats Baalin OT HCTOYHHKOB Tenna A (B:mnmme! P—

ONEPALIMOHHAA JOKYMEHTALMA HANG&GO HT BASIC

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




"MRan D

rilipipivii

RanO S.p.A. (PaHg C.n.A))

Via Statale 12. Ni 62 « 41036 MEAOJ/IJIA (MO)

Ten. 39 0535 49283 dakc *39 0535 660636
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iign of the HANG&GO HT BASIC label (RanD S.p.A)

Company logo

Name of the medical device

CE mark

Catalogue number

Batch code

Date of manufacture

Use by...

Sterile, Ethylene oxide sterilized
Non-pyrogenic

The product does not contain latex
Do not reuse

femperature limitation: from 5° to 35°C

Keep away (rom heal

Keep dry

The product cannot be re-sterelized
I'he device contains phthalates

Do not use if package is damaged

Caution, consult accompanying documents

Number and date of issue of the Medical Product Registration Certificate

For questions related to the medical device, contact the Authorized Representative: OOO
«Bbrnokommepu», 123592, Mocksa, yn. Kynakosa, a. 20, ctp. 1A. Ten: (495) 781-17-87;

www.biocommerce.ru
Barcode of the country of origin

Name and address of the manufaeturer company

The label willfeature thefollowing handling andprecaution symbols:

Catalogue number
2 Use bv
piitecjEN  Non-pyrogenic

The device contains phthalates

OMNEPALUMOHHAA OOKYMEHTALINA

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

812 - 93/42EEC

Date of manufacture

STERILE EO Sterile - Ethylene oxide sterilized

Do not reuse

Kit in conformity with article 12 of MDD
93/42/EEC

HANG&GO HT BASIC
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RanD S.p.A. (Pang C.n.A.)
Via Statale 12, N 62 - 41036 MEAOARA (MO)
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CE Mark.
/ @ Do not use if package is damaged c € This medical device fully complies with the|
European Council directive MDD 93/42
EEC
( X Temperature limitation # Keep dry
; —_—
k 'z\f Keep away from heat A Caution, consult accompanying documents

ONEPARHOHHAS SOKYMEHTALMA HANG& GO HT BASIC
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RanD S.p.A. (Pang C.n.A.)
Yia Statale 12, Mo 62 - 41036 MEACAAA (MO)

/ R A N D 2. morre {HQREANHA '“"’wmmomm
AT T T NN DN

on: RanD S.p.A. (Pang C.n.A.)
+Statale 12, 62
1036 Menonna (MO)
franun
renedon: 439 0535 442983
daxc: +39 0535 660636

YTOuRUTL MT!

16.3a88ACHHE O NOLTHHHOCTH BOKYMEHTA H NOANKCH

¢ Buictynas 8 kauectse 3aMecTHTenn npesnaeHTa komnaHui Rand S.p.A.. HACTOSIUMM 3 YROCTOBEPSRIO. YTO
DAHHBIE K MHDOPMALING, COLCPKAIMEC B NOKYMEHTE, SBIAIOTCH BCPHBIMH U MTOATHHHLIMH Ha MOMEHT

myGauxauny.
Hacrosumii A0KyMEHT NOMHOCTHIO HCMPABACH H YTREPIKACH:

Koppano beanuun
JamectuTens [Ipeinzenta KOMNaHHR
RanD S.p.A. (Panan C.n.A.)

Utramn: MAJIATA TOPFOBJIK. MPOMBILLIEHHOCTH, PEMECEJ H CEJILCKOI'O
XO3ANCTBA MOAEHb!

HacTORWHM NOANUCAHT YTIONHOMOUEH NOASTHCHLIBATEL NIOGLIE AOKYMEHTHI H 8KTH OT HMeHn Komnanun,
KoTopbie SyayT HCNONLIOBETECA B UGANX OCYIMCCTAACHHA TOPFOBIH C HHOCTPAHHBLIMH FOCYAAPCTBAMH.
lenepanshwil cexperapb

Moanucy/

Opanuecko baLicpunn

Hata: 17 cenvabpa 2019

Meuats: Monena nepaziiopuueo

ONEFPAIMOHHAA SOKYMEHTALUMA HANGRGO T BASIC
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RanD S.p.A. (Pang C.mA.)
Via Statale 12, Ne £2 - 41036 MEAONAA (MO)

) R A N D T rnonmmmmm
e L

~ANOCTHIb
(I"aarckas xoHBeHuns OT 5 oxTaGpa 1961 r.)
2. Crpana: PecnyGnuxa Hranus

Hactomunii opHumManbHbiil AOKYMEHT
3. Gewn noanucan Opanvuecko banneprnu
4, BBLICTYNAOIUHM B KAYECTBE AOMKHOCTHONO NHUA
5. CKXperUIEH Ne4aTLIO/HFFAMAeM NOCYRAPCTRCHHOR MeATHIO
6. 8sMouene 6. l'}‘%‘? r.
?0 3a Homepom 2420

9. nevary/HITaAMN 10. noanuce:

HTevams:
TToonucy’

ONEPALIMOHHAA IOKYMEHTALIMA HANGRGO HT BASIC
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