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DECLAIIATION

LV

We (applicant) : SINSIN PHARMACEUTICAL CO., LTD

do hereby solemnly and sincerely declare :

1 That the attached document(s) : OPER\TIONAL DOCUMENTATION.

is(are) true and correct.

Is(are) true translation for the text(s) originally written in
the Korean language conscientiously believing the same

to true and correct.

Signature

SINSIN PHARMACEUTICAL CO., LTgl!Zf'f'_a'A

>

PRESIDENT Hanki Kim.
Aug. 27 ,2015
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1 Destination

NeCapsicum Medical Plaster LUXPLAST, versions: 94x124mm*, designed for
individual use with radiculitis, neuralgia, myositis, lumbago, bruises, sprains,
circulatory disordersand others.

2. Scope
Therapy.
3. Condition of use

Disposable medical products for personal use.

4. Basic specifications.

Patches for individual use are the non-sterile disposable products. Represent the perforated
cotton base, with a mass of sticky of red color-protected peel off paper.

On the surface plasters are no mechanical damage (breaking edges).

Quality indicators “Capsicum Medical Plaster LUXPLAST, versions: 94x124mm, 130x180mm”:

Indicator name 130x180 mm 94x124 mm
Length 180 mm 124 mm
Width 130 mm 94 mm

5. Contraindications

Violation of the integrity of the skin, dermatitis, weeping eczema, psoriasis, purulent skin
diseases, not individual portability.

6. Side effects
Allergic reactions are possible. When the manifestation of a burning sensation in the area of
application is necessary to remove the patch and lubricate the skin cream.

7. Preparation for work.
Check the expiry date on the package of the patch. The packaging must be new and must not
have any damage. If packaging is broken, use another patch.

8. Mode of application

-Before usingthe patchdegreasethe skin;

-Open the package, remove a protective film and fix the patch on the skin, gently pressing and
smoothing.

-Replace as needed (you can not shoot for two days, unless there is irritation),

9. Marking.

The marking is applied directly on the packaging. Marking is applied by any means (pnnting,
embossing, die), allowing its brightness, clarity and readability.

Marking plasters includes the following information:
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name of the producer(manufacturer), the name of the country of manufacture, address;
importing company name, address;

product name,trademark;

product specificationsand quantity;

sizes;

manufacturing date, expiry date, batch number and date of the expiration date;
the main raw material, which was used for the productionj'Sfi yh

month and year of manufacture of the product;

the exact date or month of production;

the shelf life of the product "Best before ..."

disposal instructions: "Do not throw down the drain";

rules for the use;

productbarcode(if necessary);

certification information (if available);

registration number.

10. Storage conditionsand shelf life.

Shelf life 3 years from date of manufacture. Do not use beyond the expiration date. Store in a
packaged format a temperature of 0*0to +30”c and relative humidity of 80% at a distance of not
less thanl m from heaters, protected from direct sunlight.

11. Conditions of transportation.

Transported by any mode of transport.

During transport, use clean tools and safety precautions; do not place a heavy load on the product,
Avoid contact with sharp objects, protect the product from shock; do not expose to sunlight.
Transpose at a temperature from O"Cto +30°C and relative humidity of 80% at a distance of not
less thanl m from heaters, protected from direct sunlight.

12, Warranty obligations
The manufacturer is not liable for the consequences resulting from improper use. Warranty
obligations of 3 years.

13. Method of disposal
It is for bidden to lower the patch down the toilet. Used patch should be disposed of as household
waste.

14. Manufacturer
SINSEN Pharmaceutical Co., Ltd.,, 90, Beomjigi-ro 141 Beon-gil, Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of Korea.

15.  Authorized Representative of Russia

Limited Liability Company "BOLEAR MEDICA", LLC "BOLEAR MEDICA", Russia, 115201,
Moscow, Kashirsky proezd, d. 13

tel./fax: +7(495) 787-92-68, e-mail: info@bolear.ru, www.bolear.ru.
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%

«l certify»

For SINSIN Pharaiaceutical Co., Ltd.
The Rep™ ic of Korea ,

Mr. Kim
President
«dO” August 2015 _ .gi
HiyliHS]J

"*Capsicum Medical plaster LUXPLAST, versions: 94x124mm, 130x180mm”
Manufactured by SINSIN Pharmaceutical Co., Ltd.
90, Beomjigi-ro 141 Beon-gil, Danwon-gu, Ansan-si, Gyeonggi-do, Republic of Korea
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This office has been authorized by

of Korea, to act as Notary Public

Registered No. 2015 - 4048

Notarial Certificate

SEO YUN NAM

attomey-in-fact of

SINSIN PHARMACEUTICAL CO., LTD.
President HanKi Kim

appeared before me and admitted said

principal's subscription to the attached
DECLARATION

This is hereby attested on
this 27th day of AUG. 2015

at this office.

SEOHYTON LAW & NOTARY PUBLIC OFTTCE

D7jartmoit Suwon District Prosecutors' office
#608 Boramcore Building 245-2
Seohyeon-dong Bundang-gu Seongnam-si

Gyeonggi-do Korea

since May.15. 2003 under Law No.275

23230-05511 71 3 : 031-781-3848
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CEPTUNO®NKAT HOTAPP1YCA

FOPUANYECKUIA N HOTAPUATBbHbIA OdUC CEXEH
Ne608, bopamkop bunanHr 242-2 CexeH-[oHr, byHaaHr-I'y, CeHrHam-Cu, MeHrru-£o, Kopes

NeuyaTb HOTapuyca.

3AABJIEHNE

Mol (3assutens): CUHCUH ®APMACBIOTUKAJT KO., ITA,., HacTOAWMUM TOPXKECTBEHHO U
NCKPEeHHE 3asB/seM:

1 Y70 npunaraemblin JOKYMEHT:
SKCINTYATAUNOHHAA JOKYMEHTAUUA

AB/IETCA BEPHOWA Y TOYHON.

CNHCUH dAPMACBHOTUKAN KO., NTA4,
/noanvce/

Mpe3npeHT

XaHkn Knwv

[Jata: 27 aBrycta 2015r.
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SAKCNMNYATAUNOHHAA AOKYMEHTALUNA
1. Ha3sHayeHune

"MepuoBblii MegnumnHckmin Mnactoipb LUXPLAST, Bepcust: 94x1241im, 130x 180mm
npeAHasHayveH ANa UHAMBUAYAbHOIO MCMOb30BaHUS B CBA3W C 3a60/1€BaHMAMMW PagUKYINTOM,
HeBpa/Irviein, MMO3NTOM, JIFOMOAro, MUairun, apTpauIriuv, ynbaMm, pacTsHKeHUIMN,
HapyLLUEHMEM KPOBOOOPALLIEHNS W APpYTUX.

2. Cthepa NpuUMEHEHMS
Tepanus.

3. YcnoBus MCNonb30BaHUSA
OpHopa3oBble MeAMLUHCKME M34ennsa Ans MMYHOro Mosb30BaHuS.

4. OCHOBHbIE TEXHUYECKME XapaKTepPUCTUKMN.

Kycoukun nnactbipa 419 MHAMBUAYaIbHOTO MCNOMb30BaHUA ABNAKOTCA HECTEPUIbHBIMU
04HOPa30BbIMU M3aenuamMu. OHU NPeLCTaBNAIOT 13 ceba NepopupPoBaHHYHO X/TONKOBYHO
OCHOBY C JIMMKOW MacCO KPacHOro LBETa, 3alLMLLEHHYIO TOHKUM CloeM Bymarun.

Ha noBepXHOCTW MNaCTbIpsi HET MEXaHNYeCKMX NOBPEXAeHNI (pBaHbIX Kpaes).
KauecTBeHHble nokasatenu " MNepuosoro MeamumHckoro MNnactoipa LUXPLAST, Bepcuu;
94x124mm, 130x180MM:

HanmeHoBaHWe nokasatend 130x180MM™m 94x124MM
AnnHa 180mm 124mm
WwrpunHa 130Mm 94MM

5. MpoTneBonokKasaHmsa
HapyLleHne LenoCTHOCTA KOXKW, AepMaTUTbl, MOKHYLLLAs SK3eMa, ncopuas, rHoHble
3a060/1eBaHNsA KOXKW, MHAMBUAYa/IbHAA HEMEPeHOCUMOCTb.

6. Mo6oYHbIE 3 PEKTDI

B03MOXHbI annepruyeckme peakumi. Mpu nosiBNeHnN XOKeHVs B 0671aCTV NPUMEHEHWS
HEeoGXO0AMMO YAATUTb NNACTbIPb 1 CMa3aTh KOXY KDPEMOXM.

7. MoaroToBKa K pabore.
MpoBepbTe CPOK FOAHOCTI Ha YNaKOBKe MacTbips. YNakoBKa A0//CHA ObiTb HOBOI U He A0MKHA
MMETb KaKnX-11mbo noBpeXxxaeHuin. Ecnm ynakoBka HapyLUeHa, UCMosb3yiiTe ApYroi nnacTbipb.

8. Cnocob npumeHeHUs

-[lo HaknemBaHWs NNACTbIPS HEOOXOAMMO 0BEIKUPUTL KOXKY;

-OTKpOINTe YNaKoBKY, CHUMUTE 3alUUTHYHO NeHKY W 3aMKCUpYiiTe NNacTbipb Ha KOXe, CNerka
HaXXaB ¥ pa3rnagus ero;

-YganuTe npy He06X0AMMOCTY (Bbl He AO/MKHbI CHAMATb €ro B TeYEHUEe ABYX [HEN, eCnn HeT
pasgparkeHus).

9. MapKupoBKa.

MapK1poBKa HaHOCUTCA HEMOCPEACTBEHHO Ha YNakoBKy. MapKMpoBKa HAHOCUTCA C NMOMOLLbHO
Nto6bIX CPeacTB (neyaTb, TUCHEHWE, LITAMMOBKa), MO3BOMAIOLWMX CAENATb e APKONA, YETKON 1
YMTaEMOM.

MapK1poBKa NNacTbips BKIOYAET B Ce0A CeayroLLy0 NH(OopMaLMIO:

- Ha3BaHvie Npon3BoanTENs (U3roTOBUTENSA), Ha3BaHWe CTPaHbl M3rOTOB/IEHNS, afpec;

- Ha3BaHVie KOMMaHUM-MMnopTepa, agpec,

- Ha3BaHvie NPOAYKTA, TOBAPHbIN 3HaK;

- XapaKTepUCTMKY NPOAYKTa 1N KOMMYECTBO;
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- pa3mepbl;
- laTy N3roTOB/IEHMS, CPOK FOAHOCTW, HOMEP NapTWKn U JaTy UCTEYEHUS CPOKa rogHOCTH;
- OCHOBHOE CbIpbe, KOTOPOe BbIfo 1CNO/b30BaHO A/1s MPOU3BOACTBA;

- MecsiL, U roA, U3roToBNEeHUs U3AeNns;

- TOYHYIO AaTy Wam MecsL, NPOn3BOACTBa,;

- CPOK rogHocTu npoaykrta "lNogeH go ..."

- MIHCTPYKLMIO MO yTunmsaummn: "He 6pocaiiTe B KaHamM3aumo';

- Npasun/ia Nnosib30BaHUS,;

- LUTPUX-KOZ NpoAyKTa (npy Heo6XxoaumocTu);

- MH(hopMaumsa o cepTuuKaumm (Mpy Hanmumum);

- PerncTpaLMOoHHBbIA HOMEP.

10. YcnoBusa XxpaHeHUa 1 CPOK rogHOCTU.
Cpok rogHocTu 3 roga ¢ fatbl U3roToB/ieHNA. He MCMnob30BaTh NMOC/e UCTeYeHUs CPOoKa
rogHoCcT. XpaHuTb B ynakoBaHHoM hopme npu Temnepatype oT 0°C o -t-30°C u
OTHOCWTE/IbHON BNaXHOCTH 80% Npy PaccTOSHWM He MeHee 1M OT HarpeBaTe/bHbIX npm6op03
3aLUMLLEHHBIM OT MPSAMbIX COMTHEYHBIX STyYein.

11. ¥YcnoBus TpaHCNOPTUPOBKW.
TpaHcnopTpyeTca NH0ObIM BUAOM TPaHCMopTa.

Bo Bpems TpaHCNOPTMPOBKK, UCMO/b3YATE YNCTbIE MHCTPYMEHTLI U COGMOAANATE MEPbI
NPefoCTOPOXXHOCTU; He CTaBbTe Ha NPOAYKT TsHKenble rpy3sbl. Heo6xoammo n3beratb KOHTaKTa ¢
OCTPbIMU MpeaMeTaMu, 3alyLLaTh NPOAYKT OT YAapoB; He NojgepraTb BO3AENCTBUIO
CO/THEYHOro cBeTa. TpaHCnopTUPOBKaA OcyLUecTBnseTca npu temnepatype ot 0°C go +30°C n
OTHOCUTE/IbHOM BNaXHOCTW 80% Npu paccTOsIHUM He MeHee 1M OT HarpeBaTe/bHbIX Nprbopos
3aLMLLIEHHBIM OT MPAMbIX COMTHEYHbIX STyYeil.

12. FapaHTuWiAHbIE 0653aTeNbCTBA

Mpon3BoANTENL O HECET OTBETCTBEHHOCT 3a MOCNEACTBUS HEMPABUIbHOIO MCMO/b30BaHUA
lapaHTuiiHble 06513aTeNbCTBA AENCTBYHOT B TeUEHUe 3 feT.

13. Cnocob ytunnsaummu

3anpeLLeHo CrycKaTb NaCTbIPb B YHWTA3. MICNONb30BaHHbIA NNACTbIpb CigAYeT YTUNM3MPOBaTh
KaK ObITOBbIE OTXO/bI.

14. TlponssoguTenb

CPLLUCNH dapmacbktotukan Ko, J1tg, 90, beommkurn-po 141 beoH-I'vn, JaHBOH-TY, AHCaH-CK
"eoHrrn-go, Pecny6nmka Kopes.

15. Y NONHOMOYEHHbI npeacTaBuTens B Poccum

OOLLECTBO C OrpaHMYeHHON oTBeTCcTBEHHOCTLIO "BOJIEAP MEAVKA", OO0 "BOJIEAP
MEOP1KA", Poccusi, 115201, r. MockBa, Kawmpckuii npoesg, g. 13

Ten. / dpakc: +7 (495) 787-92-68, anekTpoHHaa noyta: info(@bolear.ru, www.bolear.ra.

«$1 NoATBEPXKAAIO».
3a CUHCVH ®APMACBIOTUKA KO., NTA.

Pecny6nnka Kopes
/nognuce/

MNpe3npeHT

Kuxr XaH-Ku

Meyvartb.

[Hata: 10 aBrycra 2015r.
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Ifk.

"MepuoBblil MeguumHckuii Mnactoipp LUXPLAST, Bepeus: 94x124mm, 130x180Mm
PbrotosneH CUIHCH dapmacbtotukan Ko, /114

90, beommpkurn-po 141 beoH-I'vn, OaHBOH-TY, AHcaH-cK, eoHrrn-go, Pecnybnuka Kopes.

PerncrtpaumoHHbIin Ne 2015-4048

CEPTU®PUNKAT HOTAPNYCA

Ceo FOH Ham, noBepeHHbINi MNpe3ngeHTa CuHcnH ®apmacbiotukan Ko., /1T, XaHKu, Kuwva,
SBU/ICA KO MHE M MOATBEPAWI, YTO YKa3aHHbIN JOBEPUTENIb MOCTaBW/ CBOO MOANMUCHL Ha
npunaraemom 3assneHmmn. Hactoawmm ygoctosepsieTcsa 27 asrycta 2015r. B JaHHOM odmce.

FOpuamnyeckmii n HotapuanbHbii Ogmc CexeH
MpokypaTtypa okpyra CyBoOH

Ne608, bopamkop bunanHr 242-2 Cexen-[oHr, byHaaHr-I'y, CeHrHam-Cu, "eHrru-f1o, Kopes

/mognuce/
lNognunck HoTapuyca
Jo FOH Ha

[aHHbI odmc yrnonHomoueH MuHuctepcteoM KOcTuuum Pecny6nimkn Kopes feinctsoBath B

KayecTBe HoTapuyca ¢ 15 maa 2003r. B COOTBETCTBUN C 3aKOHOM No275.
Meuats.

MepeBOAUNK CeHunues A.O.
Mywku-
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rneyarbio
10 (pecATtb) nucToB
Bpwvo

Fopoa MockoBcKoii NoArjjrreKofi depgepayun

obssaHHocw HoTapuyca TJ/lockanenko Wrops

rm Hoiap.ia.'ibaoro okpyra MockoBckoii o6nactu
r-v-;re-KCKr"en "\ AokymeHTa. B
HEeOoTOBOPEHHbIX

<1 AMVOT-AJIX.CANMCM MoWAipuansHoro A6UCTBUS
n aHT' BEPHTCIM XONUUAOKYruTara Ho

n H P B
n.ArBep kYALO S sAKOKHOCTL codepxkanus L pl#m,.-.(Ta
TK-IX R M chakTop aeicTeuTe TBHOCTM

FHETIT X 1o or
= 1 oving

sBcero [po"Hypol-2-1g,
D

neyatbio!

Ino
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