KOINWA

Instruction for use
HEAT WRAPS
ThermaCare®

Lower Back & Hip
Name of the medical product
Heat Wraps ThermaCare® Lower Back & Hip
Composition:
Iron powder, water, sodium chloride, sodium thiosulfate, activated carbon,
absorbent thickener.
Indications:
Reliefof muscular, joint and ligament pains associated with:
- overexertion
- strains
- sprains
- arthritis.
For chronic and acute pain.
Action:
ThermaCare Heat Wraps promotes deep muscle relaxation, improved blood flow,
pain relief.
Pain reliefup to 16 hours without medicines!
- The ThermaCare heat wrap provides a long-lasting pain relief effect without the
use of medicines due to the deep warming effect
- The effect of intense heat promotes deep muscle relaxation, improvement of blood
flow, pain relief
- For maximum effect, it is recommended to wear a heat wrap for 8 hours.
- When using a heat wrap for the back, the pain relief effect lasts up to 16 (8 hours
while you wear it and up to 8 hours after you take it off)
- Heating of the heat wrap cells begins immediately when opening the package with
the heatwrap

- Very simple and easy to use: easy to put on and take off
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- Thin, discreet under clothing, does not restrict movement

- Unlike warming ointments, it has no smell and can be used during the working day
Safety precautions:

- Consult your healthcare professional before use if you have diabetes, poor
circulation, heart disease, rheumatoid arthritis, or are pregnant.

- If there is a feeling of excessive heat when using the heat wrap, it is necessary to
stop using it or fix it on top of underwear or fabric, avoiding direct contact with the
skin.

- Using a heat wrap may cause bums. It is necessary to regularly check the condition
of the skin during the use of the heat wrap. Ifyou find irritation or bum on the skin,
you should immediately remove the heat wrap.

- Prior to use during sleep, it is necessary to use a heat wrap during the day to
determine individual sensitivity to heat..

- The risk of getting burned increases with age. I1f 55 and older, wear a heat wrap
over a layer of clothing or cloth and do not wear a heat wrap while sleeping.

- Do not place extra pressure over the product and do not wear under a waistband.

- Do not use more than 8 hours in a 24-hour period.

Do not use:

- If heat cell and /or wrap is damaged

- With warming ointments and with other forms of heat

- On damaged or broken skin

- On areas of bruising or swelling that have occurred in the last 48 hours

- On areas of the body where you can not feel heat

- On people unable to follow all the instructions or unable to remove the product,
including children, infants and some elderly.

Directions for use:

For external use only! Single use.

1. Tear open pouch with a heat wrap when ready to use.

2. Place over pain area with darker heat cells toward skin.

3. Fix the heat wrap.
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Stop use and consult a doctor:

- If you experience any discomfort, burning, swelling, rash or other changes in your
skin that persist where the wrap is worn

- If after 7 days of using the heat wrap your pain gets worse or remains unchanged
Special warnings:

- Each heat cell contains iron (~2 grams). In case of accidental ingestion seek
professional assistance immediately

- Ifit comes in contact with your skin or eyes, remove wrap, rinse affected area with
water and seek professional assistance immediately

- Never heat product in a microwave or attempt to reheat, as wrap could catch fire

- To avoid increased risk of burns, remove product before undergoing any MRI
(magnetic resonance imaging) procedures.

Storage: At room temperature. Keep out of the reach of children and pets.
Shelflife: 3 years Do not use the heat wrap after the expiration date indicated on the
package

Applied standards

Applicable standards for Heat Wraps ThermaCare are indicated below.

MEDDEYV 2.7-1 Rev.4: Clinical Evaluation: a guide for Manufacturers and Notified
Bodies

MEDDEYV 2.12-2 Rev.: 2 Post Market Clinical Follow-up studies

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements
for regulatory purposes (ISO 13485:2016)

EN I1SO 14971:2019 Medical devices - Application of risk management to medical
devices

EN 62366-1:2015 Medical devices - Application of usability engineering to medical
devices

ISO 15223-1:2021 Medical devices — Symbols to be used with information to be
supplied by the manufacturer — Part 1. General requirements.

EN 1041:2008 + A1:2013 Information supplied by the manufacturer with

medical devices
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ISO 10993-1:2018 Biological evaluation of medical devices — Part 1. Evaluation
and testing within a risk management process

ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in
vitro cytotoxicity

ISO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for
irritation and skin sensitization

ISO 10993-23:2021 Biological evaluation of medical devices — Part 23: Tests for
irritation

ISO 14155 2020 Clinical Investigation Of Medical Devices For Human Subjects -
Good Clinical Practice

ASTM F 1886 Standard Test Method for Determining Integrity of Seals For Flexible
Packaging By Visual Inspection

Disposal requirements: dispose the device in compliance with the requirements of
the national legislation and the regulations of the national authorities.

After the use or after the expiration date, bum the device at the sites for its disposal.
In private household dispose together with domestic waste (SanPiN 2.1.3684-21
Medical waste class - A).

Manufacturer: Angelini Pharma Inc., 9200, Corporate Blvd., Suite 100, Rockville,
MD 20850, USA.

Manufacturing site: Angelini Pharma Inc., 1231 Wyandotte Drive, Albany, GA,
31705, USA.

Authorized representative of the manufacturer/ importer: Angelini Pharma Rus
LLC, Russia, 123001, Moscow, Trekhprudny pereulok, 9, bid. 2, tel.: +7 (495) 933
3950, fax: +7 (495) 933 3951292, e-mail: complaints@angelini.ru.

Consumer claims should be sent to the importer.

The heatwrap dimensions are 1109 mm x 145 mm.

2 disposable heat wraps. In the form of a soft belt. Universal size.
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Symbols used on the label,;

- Do not reuse
M I - Manufacture

European conformity

LOT - Batch code

n - Use by date

Digitally signed by Rebecca
Rebecca Ethridge
i Date: 2023.09.22 08:11:59
Ethridge Date: 2

THE
T 'Notary Fobtie, Do €
Dougherty Caunty

My Commission Expires
obr 10y 28,20
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MepeBog, C aHIIMINCKOr0 si3blKa Ha PYCCKUIA A3bIK

VIHCTPYKLMSI 1O MPUMEHEHNIO
ANNAMKaTOpbl pa3orpeBatoLLye

TepmaKap / ThermaCare®

ANsi CNUHBI

HavnmeHoBaHVe MegULIMHCKOrO M3fenns

AnnnukaTopsbl pasorpesatowme TepmaKap/ ThermaCare® ans cnvHbl

CocTas:

YKenesHbllii NOPOLLIOK, BOAA, HATPUA X0PUL, HaTpus TUOCY/Nb(aT, aKTUBMPOBaHHBIV Yrofb,
abcopoupyoLwniA 3arycTuTesb.

Noka3aHuA:

[ns obneryeHns 6011 B MbilLax, CycTaBax U CBS3Kax, CBSA3aHHOWA C:

- MepeHanpsHKeHnem

- pacTshKeHVEeM

- BbIBMXOM

- apTpUTOM.

Mpy XPOHMYECKOI 1 OCTpoK 6onw.

[OelicTBue:

Pasorpesatowuii  annavkatop  TepmaKap — cnoco6CcTByeT  ry60KOMY — MbILLEYHOMY
paccnabneHunto, YNyyLeHN0 KPOBOTOKa, 06/1eryeHnto 60su.

Lo 16 yacoB n3basneHms oT 601um 6e3 nekapcTB!

- PaszorpeBatowyii annamkatop TepmaKsp obecneumBaeT [MTe/bHbIA 06€3601MBatOLLWA
appekT 6e3 MPUMEHEeHUsI NEeKapCTBEHHbIX CPeACTB 3a CYET r/lybOKOro nporpeBatoLLero
AeiCcTBIMS

- Bo3geicTBre NHTEHCMBHOIO Ternsia CnocobCTBYET r/y60KOMY MbILLEYHOMY paccnabneHuto,
Y/IYULLEHUIO KPOBOTOKA, 06/1eryeHnto 60m

- [Ons [OCTMXKEHUS MaKCUManbHOIO 3geKTa PEKOMEHAYeTCHs HOCWUTb pPas3orpeBatoLLni
annankatop B TeyeHue 8 yacos

- Mpn npvmeHeHWN pa3orpeBatoLLEero annaukaropa A8 CnvHbl 06e36011BatOLLMIA 3deKT
AmTCa [0 16 Yacos (8 4acoB BO BpemMsi HOCKM U eLle 8 4acoB MOC/e CHATUSA annankaTopa)

- HarpeBaHune Aueek anniukatopa HauyMHaeTCA HernocpeiCTBEHHO MNPV BCKPLITUM MakeTta C
annanKaTopom

- OueHb npocT n y,u,o6eH B MPUMEHEHWW: NErKO O0AEBaEeTCA N CHUMAETCA
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- TOHKWIA, He3aMeTHbIVi NOA OAEXKAO0MN, He CTECHSIET ABVMXKEHWIA

- B oT/1Mume OT pasorpesaroLmx Maseit He MMeeT 3anaxa 1 ero MOXHO 1CMo/b30BaTh B TEYEHWE
paboyero AHs.

Mepbl NPefoCTOPOXHOCTN:

- MayneHTam C AmabeToM, HapyLlUeHWeM KpOBOOOPALLEHWNs, HapyLUeHWUsSIMWU CO CTOPOHBI
CepAeYHO-COCYANCTON CUCTEMbI, PEBMATOMAHbLIM apTPUTOM U GepeMeHHbIM HeobX0AMMO
MPOKOHCY/NbTUPOBATLCA C BPa4OM Mnepes NprMeHeHneM annamnkaropa.

- Ecnm npu wmcnonb3oBaHMM  pa3orpeBatOLLero  arnniuKatopa BO3HUKAeT —OLLyLLeHMe
M30bITOYHOrO Tensa, HeO6XOAMMO MPeKPaTUTb ero NPUMEHeHWe WK 3aKPenuTb ero noBepx
HaTeNIbHOro 6enbsa UK TKaHW, n3beras HenocpeACTBEHHOIO KOHTAKTA C KOXKEIA.

- Wcnonb3oBaHve pa3orpesatoLLEero annaMkatopa MOXEeT BbI3BaTb OXOr. Heobxoanmo
PEryNAPHO MPOBEPATb COCTOSIHME KOXW BO BPEMS  MCMO/b30BaHUS  Pa30rpeBatoLLero
annimkatopa. Ecnv Bbl 06HapyXuTe pasgpakeHve Un 0XOT Ha KOXe, CrefyeT HeMeL/1eHHO
yAanuTb pa3orpesatoLnii annamkarop.

- Jlo npumeHeHWs BO BpeMs CHA He0oOXOAMMO MpefBapuUTeNbHOe UCMONb30BaHMe
pas3orpeBatoLero anmnaukaTopa B TedeHWe [AHA [ANA  ONpefeneHns  WHAMBUAYa/IbHOM
4yBCTBUTE/ILHOCTU K Temy.

- Puck nonyyeHus oxkora yBsennMumBaeTca C Bo3pacToM. Jluuam 55 neT u craplue
PEKOMEH/YETCA HOCUTb Pa3orpeBatoLLMii anmniMKaTop MOBepX HaTeslbHOro 6enbs nnm
TKaHW 1 He NCMNO0Mb30BaTh pPasorpeBarowmii annjankKaTtop Bo BPeMs CHa.

- He oka3blBaiiTe M36bITOYHOIO JaBNEeHMA Ha Pa3orpeBatoLLMiA annanKaTop U He HOCUTe peMeHb
rnoBepx annankaropa.

- He npumeHsiiTe pa3orpeBaroLLimii annaMkaTop 60/ee 8 4yacoB B TEUEHME OAHUX CYTOK (24
4acos).

He npyMeHATb:

- Ecnm nporpeBatoLLas syelika u/unm ynakoBka NoBpeXaeHb!.

- OLHOBPEMEHHO C pa3orpeBaroLLMMN MassMn UK APYTrMU pasorpeBaroLL MM CpeacTBaMu.

- Ha noBpexaeHHbIX y4acTKax KOXW.

- Ha OTKpbITbIX paHax, CUHAKaX, BOSHUKLLMX B TeYEHWNEe NocnefHNX 48 Yacos.

- Ha yyacTkax KoXu, yTpaTUBLLMX YYBCTBUTE/IbHOCTb K TENy.

- Jlvuam, He MMeroWMM BO3MOXHOCTM C/lefloBaTb BCEM VIMEIOLMMCH WHCTPYKLUUAM WK
CaMOCTOATENbHO YAQNTL annankaTop, BKIKOYas LeTeil, HOBOPOXAEHHbIX Y HEKOTOPbIX /UL
MOXWNOro Bo3pacTa.

Cnocob NprMeHeHNS:

TonbKO A4Ns Hapy>XHOro npumeHeHus! OLHOPA30BbINA.
Cip. 2 35
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1 BckpoilTe nakeT C pa3orpeBatoLLMM  anmnjvMKaTopoM  HEemnocpefCTBEHHO  Nepef
MCMoNb30BaHNEM.

2. MprnoxuTe K KoXe TEMHbIMW MPOrpeBatoLLMMN f4erikamm B 06/1aCTV 60/1eBbIX OLLYLLIEHWIA.
3. 3auKcmpyiiTe annankarop.

MpekpaTuTe UCnosib3oBaHWe 1 MPOKOHCY/IbTUPYNTECH C BPaYoM:

- Ecnn Bbl oLuyLaeTe AUCKOMGOPT, XOKeHWe, a TakxKe Mpu MosABEHUN OTEYHOCTU, CbIMn UIN
APYTX N3MEHEHWIA KOXKM NPY KOHTaKTe C pa3orpeBatoLyM anninmKaTopom.

- Ecniv 60oneBble OLLYLLLEHNS OCTaKTCS NPEXHUMMU UM HApacTatoT nocne 7 AHein nprMeHeHus
pa3orpesaroLLero anmnankKaTopa.

Ocobble yKazaHus:

- Kaxpgasd nporpeBatowas syelika cofepXuT >kene3o (okono 2 r). TMpu cnydyaiHOM
npornarbiBaHUM HEOOXOAMMO HeMeL/IEHHO 06paTUTLCS K Bpauy.

- Mpwv nonagaHum Xenesa Ha KOXXy WK B rnasa MPoMONTe UX BOLOW, yaanmTe pasorpeBaroLLuii
anmnjMKaTop U HeMe/1eHHO 06paTUTECH K BpaYy.

- Hukorpa He HarpesaiiTe pas3orpeBarOLLMin anmniumkaTop B MWKPOBOSIHOBOW MeYnM M He
MbITaTECh Pa30rpeTb ero Ass Toro, YTobbl MCMOMb30BaTb CHOBA, TaK Kak YMakoBKa MOXET
BOCMN/IAMEHUTBLCA.

- Bo n3bexkaHne NoBbILLEHHOTO PUCKA 0XKOr0B, Pa3orpeBatoLLMin annankKaTop cnegyet yaanatb
nepeg, nposegeHvem MPT (MarHUTHO-pe30HaHCHOM ToMorpagum).

XpaHeHue: Tpu KOMHATHOW TemnepaType. XpaHUTe B HELOCTYNHOM A8 feTell U LOMALLHUX
YXMBOTHBIX MeCTe.

Cpok rogHoctu: 3 rofa. He mcnonb3yiTe annankatop pasorpeBaroLLmii nocsie UCTeYeHNs
CpOKa roAHOCTM, YKa3aHHOro Ha yrnakoBKe.
[NprMeHseMble cTaH4apThI

CraHgapTbl, MpUMeHsieMble K annamkatopy pasorpesatowiemy TepmaKap, npefcTaB/ieHbl
HIDKE.

MEDDEV 2.7-1 pef. 4. KnuHuuyeckas OLUEHKa: PYKOBOACTBO ANS MPOM3BOANUTENEA W
YNO/IHOMOYEHHbIX OPraHoB

MEDDEV 2.12-2 pep. 2. TlocTperncTpaumoHHble KIMHUYECKWe HabnogatefibHble
nccnefoBaHna

EN 1SO 13485:2016. M3penusa meauumHckmne. CUcTeMbl ynpaBneHns Kavectsa. TpeboBaHUA
AN HopMaTuBHbIX Lenein (1ISO 13485:2016)

EN ISO 14971:2019. Wspgenua wmepuumHcKMe. [1puMMeHeHWe YnpaBieHUa puckamn K

MeANLUMHCKUM n3gennam
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EN 62366-1:2015. W3genua wmeguumHckue. [MpOeKTMpOBaHME MEAUUMHCKUX W3OENniA ¢
I YUYETOM 3KCMNyaTauvoHHON NPUroLHOCTU

EN 1SO 15223-1:2021. N3penua meguumHckne. CUMBO/IbI, NPUMEHSEMbIe NMPY MapKUPOBaHK

Ha MeAMLUHCKNX M3LeNUAX, 3TUKETKaxX M B COMPOBOAWUTENbHOM AOKYMeHTauuu. Yactb 1

OCHOBHble Tpe6oBaHMs

EN 1041:2008 + A1:2013. VHpopmaums, nocrtaBnseMas npon3soanTesieM ¢ MeaULUHCKUMN

N3aenusamm

ISO 10993-1:2018. OueHKa 6GMOMOrMYecKoro AeWCTBUS MeAULMHCKUX u3denuin. Yactb 1

OLeHKa 1 UCMbITaHNSA B pamMKax npoLecca MeHeKMeHTa pucka

ISO 10993-5:2009. OueHKa 6MOMOrMYECKOro AerCTBUA MEAMUMHCKMX un3genunidi. Yactb 5.

ccnepoBaHnsa Ha LUMTOTOKCUYHOCTL: METOABI in Vitro

ISO 10993-10:2010, OugeHKa 6MONOrMYECKOro AenCcTBUS MeAULMHCKUX n3genunin. Yacts 10.

ccnepoBaHns pa3gpaxkatoLero 1 CEHCUOUN3NPYHOLLEro AenCTBUS

ISO 10993-23:2021. OugeHKa 61M0N0rMyYecKoro AeNCTBUSA MeAULUMHCKUX n3nenvid. Yactb 23.

McnbiTaHna Ha cCnoCOBHOCTb Bbi3bIBaTb Pa3apaXkeHme

ISO 14155 2020. KnuHW4eckue uccnefoBaHWA MeAVMUMHCKUX W3AenniA  Ans  NoAen.

Hagnexawlas KnmHuyeckas npakTuka

ASTM F1886 CtaHAapTHbI MeTOZ UCMbITaHWUIA A1 ONpeAeneHns LeN0CTHOCTM U30NALMIA Ans

rMOKOW YNaKOBKN BU3ya/lbHbIM OCMOTPOM

YTunuzaums: yTUNnsupyinTe usgenne B COOTBETCTBUM C TPe6OBaHMSAMM HaLMOHa/IbHOIO

3aKOHOAATeNbCTBA U MOCTAHOB/IEHNAMUN HaLMOHa/bHbIX BNACTEiA.

Mocne “cnonb30BaHUA WM MO UCTEYEHUM CPOKa FOAHOCTW COXIUTE W3Lenne B MecTax,

OTBEAEHHbIX A4N15 €r0 YTUAN3aLUN. 0%

B yacTHOM JOMOBNafeHUN YTUNN3UPYIATE BMeCTe ¢ 6bIToBbIMU OTX0gamu (CaHlMuH 2.1.3684-

21 Knacc MeuLMHCKMX 0TX0M40B - A).

MpounsBognTens: "AnxennHn ®apma MHK.", CLUA, Angelini Pharma Inc., 9200, Corporate

Blvd., Suite 100, Rockville, MD 20850, USA.

MecTo npowussogcTea: Angelini Pharma Inc., 1231 Wyandotte Drive, Albany, GA, 31705,

USA.

Y NONHOMOYEHHbI npeacTaBuTeNlb npoussoguTtens/ nMnopTep:

000 «AnmxennHn dapma Pyc», Poccnst, 123001, r.MockBa, TpexnpyaHblii nep., 4.9, c1p.2,

ohmc  501-516, Ten. +7 (495)933-39-50, (pakc  +7(495)933-39-51, e-mail:

complaints@angelini.ru.

MpeTeH3nn NoTpebuTenein HanpasAsTb MMNOPTEPY.

Pa3mepbl annavkatopa 1109 mm x 145 mm.
Cmp. 4 n35
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2 0[]HOPa30BbIX anmnaMKaTopa B yNakoBke. B B1ae MArkoro nosica. YHuBepcasbHbliA pa3mvep.

CumBONbI, NMPMMEHAEMbIE Ha MAapPKNPOBKE;

® - 3anpeT Ha NOBTOPHOE NMPUMeEHeHNe

Ml

3rotoBuTesib

MapKupoBKa cOOTBETCTBUA TpeboBaHus EC

LOT

- Kog naptum

2 - cnonb3oBarb 0

ANeKTPOHHas Noanucb Pebekkn ITpuaK

Pebekka anMp')K [Oata; 22.09.2023 08:11:59 -04°00°

Wramn: WTAT OXKOPIXKUNA. HOTAPNYC. TEPE3A 3HH TMNOYT1. Hotapuyc wTata
Loxopmkna. Okpyr [osptin. Mon nonHomoums nctekatoT 28 despans 2024 roga

Tepesa OHH lMoyn

22 ceHTA6psa 2023 roga

Cip.5 m35
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MepeBog AAHHOTO TEKCTA BbIMOMHEH NEPEBOAYMKOM MMaxTyHOBbIM AnekceeM BnagmMmnpoBuyem

MOAMUCH

Poccuiickan depepaums
"opog MockBa
[BaguaTb NATOro CeHTAGPA ABe ThICAYM ABajLaTb TPeTbLEro roja

A, CumoHsH [dmnaHa APTYpPOBHa, BPEMEHHO MCMOMHALWAA 00653aHHOCTU HOTapuyca ropoga
Mockebl  Kopcuk Mapun  AnekcaHApOBHbI,  CBUMAETENLbCTBYH  MOA/IMHHOCTL  MOAMUCK
nepesogynka NMNaxTyHosa Anekcea BnagMmmposuya.

Mognucb caenaHa B MOEM MPUCYTCTBUMN.

JIN4HOCTbL NognucaBLUEero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/2139-H/77-2023-

YnnayeHo 3a coBepLUeHNe HoTapuanbHoro geictams: 400 py6. 00 kon.

m n

noAnMChb "epboBas neyaTb "e["oBAA neyatb
HoTapuyca r, MocKBbI HoTapuyca ¥; MocKBbl
Kopcuk M.A. Kopcink M.A.
O.A. CUMOHSH

Bcero npoLwHypoBaHo, NPOHYMepoBaHO
1 CKpenseHo nedvatbto 10 nnct(-a,-0B).

BPWMO HoTapuyca: nogrnmcob
Poccuiickas deaepauns
["opos MockBa
[BafuaTb NATOro CeHTAGPA ABe ThiCAYN [BajuUaTh TPETbEro roga

A, CumoHaH [uaHa ApPTYpPOBHA, BPEMEHHO WCMOSHAOLWAA 0653aHHOCTM HOTapuyca ropoga
Mocksbl Kopcrk Mapun AnekcaHApOoBHbI, CBUAETENLCTBYH BEPHOCTL KONUK C NPEACTaB/IEHHOIO
MHE [JOKyMeHTa.
3aperncTpupoBaHo B peee?Ne-"?2?""39-H/77-2023- ~

N

K' o
YnnayeHo 3a coBepLleHne HoTapuanbHor3”eiictema: 1100 py6. 00 kon.

O.A. CUMOHSH

Bcero npoLwHypoBaHo, NMPOHYMePOBaHO
1 ckpenneHo nevarbio 10 nuot('-a,-0B)

BPWO HoTapuyca:
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KOINn4

Instruction for use
HEAT WRAPS
ThermaCare®
Neck, Shoulder and Wrist
Name of the medical product
Heat Wraps ThermaCare® Neck, Shoulder and Wrist
Composition:
Iron powder, water, sodium chloride, sodium thiosulfate, activated carbon,
absorbent thickener.
Indications:
Relief of muscular, joint and ligament pains associated with:
- overexertion
- strains
- sprains
- arthritis.
For chronic and acute pain.
Action:
ThermaCare Heat Wraps promotes deep muscle relaxation, improved blood flow,
pain relief
Pain reliefup to 12 hours without medicines!
- The ThermaCare heat wrap provides a long-lasting pain relief effect without the
use of medicines due to the deep wanning effect.
- The effect of intense heat promotes deep muscle relaxation, improvement of blood
flow, pain relief.
- For maximum effect, it is recommended to wear a heat wrap for 12 hours.
- Heating of the heat wrap cells begins immediately when opening the package with
the heat wrap.
- Very simple and easy to use
- Thin, discreet under clothing, does not restrict movement.

- Unlike warming ointments, it has no smell and can be used during the working day.

Page 1 of 5
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Safety precautions:

- Consult your healthcare professional before use if you have diabetes, poor
circulation, heart disease, rheumatoid arthritis, or are pregnant.

- If there is a feeling of excessive heat when using the heat wrap, it is necessary to
stop using it or fix it on top of underwear or fabric, avoiding direct contact with the
skin,

- Using a heat wrap may cause bums. It is necessary to regularly check the condition
ofthe skin during the use of the heat wrap. 1fyou find irritation or burn on the skin,
you should immediately remove the heat wrap.

- When applying to the wrist do not overlap the heat cells.

- Prior to use during sleep, it is necessary to use a heat wrap during the day to
determine individual sensitivity to heat.

- The risk of getting burned increases with age. 1f 55 and older do not wear a heat
wrap while sleeping.

- Do not place extra pressure over the product

- Do not use more than 12 hours in a 24-hour period.

Do not use:

- If heat cell and /or wrap is damaged

- With warming ointments and with other forms of heat

- On damaged or broken skin

- On areas of bruising or swelling that have oécurred in the last 48 hours

- On areas of the body where you can not feel heat

- On people unable to follow all the instructions or unable to remove the product,
including children, infants and some elderly.

Directions for use:

For external use only! Single use.

1 Tear open pouch with a heat wrap when ready to use.

2. Peel away protective film.

3. Place over pain area with darker heat cells toward skin.

4. Fix the heat wrap.
Page 2 of 5
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Stop use and consult a doctor;

- Ifyou experience any discomfort, burning, swelling, rash or other changes in your
skin that persist where the wrap is worn

- Ifafter 7 days of using the heat wrap your pain gets worse or remains unchanged
Special warnings;

- Each heat cell contains iron (~2 grams). In case of accidental ingestion seek
professional assistance immediately

- If it comes in contact with your skin or eyes, remove wrap, rinse affected area with
water and seek professional assistance immediately

- Never heat product in a microwave or attempt to reheat, as wrap could catch fire

- Do not use the ThermaCare after the expiration date indicated on the package.

- To avoid increased risk of bums, remove product before undergoing any MRI
(magnetic resonance imaging) procedures

Storage; At room temperature. Keep out of the reach of children and pets

Shelf life; 3 years.

Applied standards

Applicable standards for Heat Wraps ThermaCare are indicated below.

MEDDEYV 2.7-1 Rev.4: Clinical Evaluation: a guide for Manufacturers and Notified
Bodies

MEDDEYV 2.12-2 Rev.: 2 Post Market Clinical Follow-up studies

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements
for regulatory purposes (1ISO 13485:2016)

EN I1SO 14971:2019 Medical devices - Application of risk management to medical
devices

EN 62366-1:2015 Medical devices - Application of usability engineering to medical
devices

ISO 15223-1:2021 Medical devices — Symbols to be used with information to be
supplied by the manufacturer — Part 1. General requirements.

EN 1041:2008 + Al:2013 Information supplied by the manufacturer with

medical devices
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ISO 10993-1:2018 Biological evaluation of medical devices — Part 1. Evaluation
and testing within a risk management process

ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in
vitro cytotoxicity

ISO 10993-10:2010 Biological evaluation of medical devices — Part 10: Tests for
irritation and skin sensitization

ISO 10993-23:2021 Biological evaluation of medical devices — Part 23: Tests for
irritation

ISO 14155 2020 Clinical Investigation Of Medical Devices For Human Subjects -
Good Clinical Practice

ASTM FI 886 Standard Test Method for Determining Integrity of Seals For Flexible
Packaging By Visual Inspection

Disposal requirements; dispose the device in compliance with the requirements of
the national legislation and the regulations of the national authorities.

After the use or after the expiration date, bum the device at the sites for its disposal.
In private household dispose together with domestic waste (SanPiN 2,1.3684-21
Medical waste class - A).

Manufacturer: Angelini Pharma Inc., 9200, Corporate Blvd., Suite 100, Rockville,
MD 20850, USA.

Manufacturing site: Angelini Pharma Inc,, 1231 Wyandotte Drive, Albany, GA,
31705, USA.

Authorized representative of the manufacturer/ importer; Angelini Pharma Rus
LLC, Russia, 123001, Moscow, Trekhprudny pereulok, 9, bid. 2,
tel.: +7 (495) 933 3950, fax: +7 (495) 933 3951, e-mail: complaintSi@angelini.ru.
Consumer claims should be sent to the importer.

The heat wrap dimensions are 292 mm X 95.3 mMm.

2 disposable heat wraps. Universal size.

Symbols used on the label;

- Do not reuse
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‘ - Manufacture

s European conformity

LOT

- Batch code
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ITepeBon ¢ anrnuiickoro S35IKa Ha PYCCKHi A3BIK

HHcTpyKnHA MO MPHMEHEHHIO
ANIVIHKATOPHI pa3orpesalonine
TepmaKap/ ThermaCare®

AJIA HIeH, NIJIeYA H 3aN8CTha
HauMeHOBaHHE MEIRIHHCKOTO HIACIHA
Anmmkarops! pasorpesarompe TepmaKap/ ThermaCare® s men, nneva u sansctes
Cocras: Xene3Hslii DOPOMIOK, BOJA, HATPUA XJIOPHJ, HATPUA THOCYNb(]AT, AKTHBHPOBAHHEIH
yronb, abcopGupyronmif 3arycTHTeNb.
Ioxasauns:
Jins oGneraenns 6onu B MBININAX, CYCTABAX H CBA3KAX, CBA3AHHOM C:
- epeHanpsHKeHHEM
- PaCTSDKCHHEM
- BBIBHXOM
- apPTPHUTOM.
IIpu xpoHUYecKo# 1 octpoit Somu.
Jelicreae:
Pasorpepatonpuii annmukatop TepMaKap cnocoGcrByer ray0okoMy — MBILIEYHOMY
paccnabneHuIo, yTy4IIeHHIO KPoBOTOKa, obneryenuio Sonu.
Ho 12 uacoe usbaenenun om 6oau be3 n;.'mpcmc!
- Annaukarop pasorpesaiommii TepmaKop ofGecneunmBaer AnuTeNbHHIN obe3bonuparommit
sthdext Ge3 npueMa NeKapcTBEHHBIX CPEACTB 38 cdet rIyboKOro MporpeBaoIiero AeicTans.
- Bo3aelicTBHE HHTEHCHBHOrO TeIIa CIIOCOOCTRYET ITyGOKOMy MBILIEYHOMY paccrabneHuio,
YAy4ILCHHIO KPOBOTOKA, oﬁnerq‘enmo Gonn.
- JIna nocTHXeHHA MaKCHManbHOTO 3pdeKkTa peKkoMEeHZYeTCA HOCHTD pa3jorpeBaroImit
anmmMKaTop B Te4eHue 12 vacos.
- Harpepanue suyeek ammuIMKaTOpa HAYHHACTCA HEMOCPEACTBEHHO NPH BCKPHITHH NaKeTa ¢
anIUIHKaTOPOM.
- OueHpb MPOCT H YAOOEH B NDHMEHEHUH.
- ToHKHI, He3aMeTHBI oA OACXKNOH, He CTeCHAET ABHXECHUH.
- B oT/inyKe OT pasorpeBalomux Maseit He HMeeT 3anaxa H ero MOXHO HCIOJIB30BaTh B TEYCHHE
paboqero HA.
Meput NpeaOCTOPOKHOCTH:
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L—I - lNauneHTam C [AMabeToM, HapyLUeHWEM KpOBOOOPALLEHWS, HapyLUEHUAMW CO CTOPOHbI
CepLeYHO-COCYAMUCTOM CUCTEMbl, PEBMATOMAHLIM apTPUTOM U BGepeMeHHbIM Heob6Xo4MMO
NMPOKOHCYNbTUPOBATLCA C BpayoM nepes NpMMeHeHMeM annankaropa.

- Ecnm npy ucnonb3oBaHUWM  pa3orpeBarOLero annanmkaTopa BO3HWKaeT OLyLleHue
M30bITOYHOr O Tensa, HeO6XOAMMO MPeKPaTUTb NMPUMEHEHMWE anmnIMKaTopa Ux 3aKpenuTb ero
MoBepX HaTeNbHOro 6e/bs UK TKaHW, N36eras HeMoCPeACTBEHHOrO KOHTaKTa C KOXeM.

- Vcnonb3oBaHve pa3orpeBatoLLero anrniumkaTopa MOXET Bbi3BaTb OXor. Heobxognmo
PErynapHO MpPOBEPATbL COCTOAHME KOXM BO Bpemsd WCMO/b30BaHUA PasorpeBatoLLEro
annnvkatopa. Ecnv Bbl 06HapyXuTe pasapakeHne Uv 0XOr Ha KOXe, CrefyeT HeMeL/1EHHO
YL4aNUTb pa3orpeBaroLLniA annamkarop.

- Mpy nNpuMeHeHUW annavKaTopa pa3orpeBatoLLero B 006/71aCTM 3anicTbs He AOMNyCKanTte
nepekpbIBaHNA NPOrpeBaroLLMX AYeeK.

- [lo npumeHeHus BO BpeMsi CHa HeO6GXOAMMO CHayana WMCNO/b30BaTb Pas3orpeBatoLLnii
anmn/MKaTop B TeYeHWe LHA AN ONpefeNieHns UHAMBUAYAIbHON YyBCTBUTENIbHOCTY K Teny.
- Puck nonyyeHWa oxkora yBenuMumBaeTca C BO3pacToMm. Jluuam 55 et v crapLue
PEeKOMEHAYETCS He MCMO/b30BaTb PasorpeBatoLLIMiA anninKaTop BO Bpemsi CHa.

- He okasblBaliTe 136bITOYHOrO faB/ieHNs Ha anmnnkartop.

- He npumeHsiiiTe pasorpesaroLmin annavkaTop 6onee 12 4acoB B TeYeHME OAHMX CYTOK (24
4acos).

He npyMeHATb:

- Ecnu nporpesatoLLan sueiika n/vnm ynakoBka NoBpeXXaeHbl.

- O4HOBPEMEHHO C pa3orpesatowmMmn Masamu U Apyrummn pasorpesaroLLMmn CpeacTeamu.

- Ha noBpexeHHbIX y4acTKax KOXMW. %

- Ha OTKpbITbIX paHax, CUHAKaX, BO3HMKLUWUX B TEYEHWEe nocneaHnX 48 4acos.

- Ha yyacTKax KoXu, yTpaTuBLUNX YYBCTBUTENIbHOCTL K TEMY.

- Jluyam, He MMerLMM BO3MOXHOCTM C/efoBaTb BCEM WMEHLMMCSH WHCTPYKUUAM Wn
CaMOCTOATENbHO YAa/IUTb anmnanKaTop, BKIKOYas AeTeil, HOBOPOXAEHHbIX N HEKOTOPbIX /UL
MOXM/I0ro Bo3pacTa.

Cnocob npuMeHeHUs:

TonMbKO ANs Hapy>XHOro nprMeHeHus! OfHOPa30BbIN.

1 BckpoilTe nakeT C pa3orpeBatoLLMM  anmniMKatopoM  HEernocpefcTBEHHO  MNepes
1CNO/b30BaHNEM. FYeliK pa3orpeBaroTcs B TedeHne 30 MUHYT NOC/e BCKPbITUSA NakeTa.

2. CHAMUTE 3aLLMTHYIO M/IEHKY.

3. MpUnoXxuTe TeMHbIMM MPOTPEBAOLLMMU SiUeliKaMy K KOXe B 06/1aCTN 60/1€BbIX OLLYLLEHWIA.

4. 3athuKcmpyinTe annamkaTop.
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y MpeKkpaTnTe UCNOob30BaHMeE 1 MPOKOHCY/IbTUPYATECH C BPAYOM:

- Ecnn Bbl owwyuiaeTe AMCKOMAQOPT, XOKEHWE, a TaKXKe NPU NOABIEHNN OTEYHOCTU, ChbINU UIn

/ APYrUX N3MEHEHUI KOXKM MPU KOHTaKTe C pa3orpeBaroLymM anmnimkaTopom.
- Ecnn 60neBble OLLYLLEHMS OCTAOTCA NPEXHUMW WX HapacTatoT nocne 7 AHel NpUMeHeHNs
annaukaTopa.
Ocobble yKa3aHus:
- Kaxpgasd nporpesatollas sdveika cofepXut eneso (okofo 2 r). lNpu  cnyyaiHoM
npornaTbiBaHNM HEOOXOAMMO HeMe/IEHHO 06paTUTLCA K Bpayy.
- Mpwn nonagaHum Xenesa Ha KOXXy WK B rnasa NPOMOTE 1X BOLOW, yanuTe pa3orpeBaroLuii
annaMKaTop 1 HemMeAeHHO 06paTUTeCh K Bpady.
- Hvkorga He HarpeBaiiTe annjMkaTop B MMKPOBO/IHOBOM MeUn 1 He MbITaiTeCh Pa3orpeTh ero
[J19 TOro, Ytobbl UCMO/b30BaTh CHOBA, TaK KaK YrakoBKa MOXET BOCM/IaMEHUTLCS.
- He ucnonbayiite annavkarop TepmaKap nocne ncteveHnsi Cpoka rofgHoCTH, yKa3aHHOIO Ha
yMaKoBKe.
- Bo u3bexaHune MOBLILIEHHOrO pPUCKa OXOroB, anmavkatop CcnefyeT YyAanaTe nNepeq,
nposefeHemM MPT (MarHUTHO-pe30HaHCHON ToMOrpaduw).
XpaHeHve: pn KOMHATHOIN TemnepaTtype. XpaHUTe B HeJOCTYNHOM ANS AeTei 1 AOMALLHUX
YXVMBOTHbIX MeCTe.
Cpok rogHoctu: 3 roga.
MNprMeHsaeMble cTaHAapTbl
CraHgapTel, NpUMeHsieMble K annaukatopy pasorpesarolleMmy TepmaKsp, npeactas/ieHbl
HUXe.
MEDDEV 2.7-1 pep. 4. KnnHu4eckas OLieHKa: g PYKOBOACTBO  ANA MPOU3BOANTENEN 1
YNO/IHOMOYEHHbIX OpraHoB
MEDDEV 2.12-2 pea. 2. - ocTperucTpaumoHHble  KIMHUYeCKMe  HabntofdaTesbHble
nccneoBaHus
EN 1SO 13485:2016. N3genms meamunHckmne. CUCTeMbl ynpaBieHnUs Kavectsa. TpeboBaHUs
ANs HopmaTmBHbIX uenert (ISO 13485:2016)
EN ISO 14971:2019. Wspgenua wmeguuUMHCKMe. [1puMeHeHue YynpasfieHUss puckamm K
MeLVNUNHCKAM U3AeNnsam
EN 62366-1:2015. WN3genns meamumHckue. [MpoekTupoBaHMe MeAULMHCKUX W3AeNnin
YUYETOM 3KCMayaTalMOHHON NPUrogHoCTU
EN ISO 15223-1:2021. N3gennsa meguumnHckme. CUMBO/bI, NPUMEHSiEMbIe NPy MapKUpOBaHUK
Ha MeLUUMHCKUX W3L4ennsaX, 3TUKETKaX W B COMPOBOAUTENbHON AOKyMeHTauuu. Yactb 1

OCHOBHble TpeboBaHWs
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EN 1041:2008 + A1:2013. NH(popmaums, noctasnisiemas NPOn3BOAUTENEM C MeAULMHCKUMU
U3aennamm

ISO 10993-1:2018. OueHKa 6MONOrMYECKOro AerCTBUA MeAVMUMHCKMX u3genid. Yactb 1
OueHKa 1 UcnblTaHWs B paMKax npouecca MeHe[KMeHTa pucka

ISO 10993-5:2009. OugeHKa 6GMOMOrNMYecKoro AEMCTBMS MeAMUUHCKUX un3penuii. Yactb 5.
ccnepoBaHns Ha LMTOTOKCUYHOCTb: METOAbI in Vitro

ISO 10993-10:2010. OueHKa 6MONOrNYecKoro AeUCTBUA MeAUUMHCKUX m3genmin. Yactb 10.
ccnepoBaHns pasgpaxaroLLero 1 CEHCUOMAN3NPYHOLLEro AencTBUS

ISO 10993-23:2021. OugeHKa 610N0rMyYecKoro AeNCcTBUA MeAUUMHCKUX u3genuid. Yactb 23
McnbiTaHWst Ha CNOCOGHOCTL BbI3bIBaTb pa3gpaXkeHme

ISO 14155 2020. KnuvHM4YecKue wcCnefoBaHUS MEAMUMHCKUX W3OeNniA  Ana  ntogei.
Hagnexxawas KnMHnYeckas npakTmka

ASTM F1886 CtaHaapTHbIA MeTOZ UCNbITaHWIA AN ONpeAeneHns LeNoCTHOCTM M30NALMIA Ans
TMOKOW YNaKoBKMN BU3ya/lbHbIM OCMOTPOM

YTunnzaums: yTUAnsnpyinTe msgenne B COOTBETCTBUM C TPebOBaHMSMM HaLMOHaIbHOIO
3aKOHOAATeNbCTBA U MOCTaHOB/EHMSMI HaLMOHa/IbHbIX BACTeN.

Mocne MCnNonb30BaHMA WMAM MO UCTEYEHUM CpOKa FOAHOCTW COXIUTE U3fenne B MecTax,
OTBEAEHHbIX 41 ero yTuaM3auum.

B yacTHOM goMOBRafeHNN YTUNN3NPYIATE BMECTE C 6bIToBbIMK oTXodamn (CaHlMnH 2.1.3684-
21 Knacc MeuLMHCKMX 0TX0M0B - A).

MpounssognTens: "AnxennHn ®apma MHK.", CLUA, Angelini Pharma Inc., 9200, Corporate
Blvd., Suite 100, Rockville, MD 20850, USA.

Mecto npowusBogcTBa: Angelini Pharma Inc., 1231 Wyandotte Drive, Albany, GA, 31705,
USA.

YNOMHOMOYEHHbI npeacTaBuUTENb npousBoanTENA/MMNopTeEp:
000 «AHmpxennHKn dapma Pyc», Poccus, 123001, r.MockBa, TpexnpyaHblin nep., 4.9, c1p.2,
ogmc 501-516, Ten. +7 (495)933-39-50, hakc +7(495)933-39-51,
e-mail: complaints@angelini.ru.

MpeTeH31Mn NoTpebuTenein HanpasnsATb UMNOPTEPY.

Pa3mepbl annankaropa 292 mm x 95,3 mm.

2 0[HOpPa30BbIX annauKaTopa. YHuBepcaibHbIiA pasMep.

CUMBO/IbI, MPYMEHAEMbIE HA MAPKNPOBKE:
® - 3anpeT Ha NOBTOPHOE NPUMEHEHNE
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I J - N3rotoBuTeNb

- MapkupoBka cooTeeTCcTBMA TpebosaHua EC

LOT

- Kog naptum

- Micnonb3oBath A0

ANeKTPOHHasA NoAnucb Pebekkn ITpumk
Pebexka 3Tpl/|,£|,)K [Hata: 22.09.2023 08:13:01 -04°00°

Wramn: WTAT IXKOPOXKNA. HOTAPUYC. TEPE3A 3HH TOYTI. HoTtapuyc wrarta
oxopmxma. Okpyr Josptu. Mon nonHomouns uctekaroT 28 thespans 2024 roga

Tepesa OHH Moyn

22 ceHTA6ps 2023 roga
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MepeBof AaHHOTO TEKCTA BbIMOHEH NEPeBOAYMKOM MaxTyHOBbIM AnekceeM BnaguMuposuyem

MoAMCh

Poccuiickan degepaums
["opog MockBa
[Bajuatb NATOro CeHTA6PA ABe ThICAYM ABajLaTb TPETLErO roja

A, CumoHAH [umaHa ApTYpOBHa, BPEMEHHO WCMONHAKOLWAA 0043aHHOCTVM HOTapuyca ropoga
Mocksbl Kopcuk  Mapun  AnekcaHApOBHbI,  CBMAETENbCTBYH  NOA/MHHOCTL  MOANUCK
nepesofyuka lNaxTtyHosa Anekces Bnagmumuposuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb NnoanucasLlero AOKYMeHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe; Ne 77/2139-H/77-2023:

YNnnayeHo 3a CoBepLLEHNe HoTapuanbHoro geinctaus: 400 py6. 00 kpn.A. .
______ 'S .
MOANMCH "epboBasi nevatb ["epLuoBas ni™atb i
HoTapuyca r. MocKBbI HoTapr”~cay’"MocKBi"
Kopcnk M.A. Koplovk IM.4C
OA. Cull W

Bcero npoLuHypoBaHo, NPOHYMepPOBaHO
N ckpenneHo neyarbto 10 nnct(-a,-0B).

BPWNO HoTtapuyca:
Poccuiickas degepauus
["opog MockBa

[lBafLaTh NSATOro CEHTSOPSA ABe ThiCAYM ABaALATL TPETLEro roja

A, CumoHaH [umaHa ApTYpOBHa, BPEMEHHO WCMOMHAOWAA 0643aHHOCTM HOoTapuycl”opoga
Mocksbl Kopcuk Mapun4ae M apoBHbl, CBUAETENLCTBYH BEPHOCTb KOMWUK C NPeACTaB/IeHHOTo
MHe AOKYMeHTa. A

3apernctpupos”o B péectpe: No 77Y2uN-H/77-2023-

YnnayeHo 3a cc™eplLeHne HoTapuanbmory fgeinctams: 1100 py6. 00 kor.

O.A. CUMOHSAH

Bcero npoLHypoBaHo, NPoOHYMepoBaHO
1 ckpenneHo nevatbro 10 nncr(-a,-0B).

Uu”n/

BPWO HoTtapuyca:
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