TOBAPUCTBO 3 OBMEXKEHOIO BIIOBLIAJRBHICTIO

«MEJAXAY3 CBIC F'MBX»
won CAPTIOY 35341893

49027, v. Autnpo, syn. Claecrascexa HaGepexaa, Byg. 53,

IBAN: LA 423003280000026003204314535 AT «OTII Bawion, M@0 300528,

CAPIIOY 35341093 HIH 353410804631, cn-no Ne 200118015

Jexurapanis npo signopianicts Ne DV-UATR.001.6753.30.00919-21

BupoOnuk, agpeca

"Shenzhen Pango Medical Electronics Co., Ltd", No 25,1st Industry zone, Fenghuang
road, Xikeng Village, Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, 518115, Kurai

VioBaopaseHRH
NPEICTABREK B YKpaiai,
azpeca, Tei., e-mail

TOB «MEJIXAY3 CBIC I'MbBX»
symiis Civecnrasebka Habepesxsa, Sy 53, M. Huiopo, 49027, Yipaiua, Ten.

Bussauesns opoayxiii

Bamiprosayl apreplamssoro rrcky, TM “Gamma”, mogeni: Control, Plus, Semy,
Semi Plus, Smart, Optima, Active, Travel, Easy, M1-3, MI-W.
Indipasepront nobul repmomerpr TM “Promedica” soness: IRT.
Bauiprosati apTepianbHOTO THOKY S8TOMITHYIHI
T™ “Promedica”, soxeni: Superb, Classic, Expert, Bangle.
BrMiptosadi apTeplaibHore THORY HAIHBEBTOMATHYHI
T™ “Promedica”™ Monesns: Assist.

JanacHi YACTHHE KO BUMIPIOBadin apreplansiore THery, TM “Promedica™
MaMKeTH: 22-42 oM, 22-32 oM, 13,5~ 19,5 oM, 3" eanysan 10 MaHKETH,
xomipecopr DC 6V SPM2462, enexrpomariiTai wrattaan DQFI-3CDC 3V

Brmoryg rexaianug
PErTaMEHTIR

Homarox 1 Texuiugoro periiaMesTy HIOA0 MEIRIREX BHpobIs (OCHOBRI BEMOIH X0
MeEMK pupobiB), sareepxenoro Hocranosoro KMV uin 02.10.2013 p. Ne753

Tpouenypa Texaivuoro
PETHAMEHTY, IO
3ACTOCORYETHOH

Honmarox 3 Texnigroro perzaMeHTy MO0 MeaRyHuX Bupodis (3alesueuenig
DYHKLIOHYBAHHS KOMIUICKCHOT CHCTEMH YIPABHIHES SKICTIO), 38TRCPIDKEHOTD
Tocranosowe KMY gin 02.10.2013 p. Ne753

Kuac Gesuexu

{Ia

Hassa, agpeca ta
inesradikamiinmi xog y
peccTpl IPH3HATCHIX
Oprasgig opragy 3 OUiHKY
BLANOBLIHOCT, IO IPOBIR
HPOUERYPY ORitKH
BignosinHoCT

Tlogue naliiMeHyRAHHS:

JEEPKABHE TIIITPHEMCTBO «BCEVKPATHCHKUN IEPKABHIH
HAYKOBO-BHPOBHWYWH LIEHTP CTARJAPTHIALY, METPOHOT,
CEPTHOIKAI TA 3AXHCTY TIPAB CTIOXKVBAYIB»
Cropotene HaliMEHYBRHHN
T «YKPMETPTECTCTAHHAP T
03143, m. Kuis, syn, Metponorinaa, 6y 4;

HoMep npusnagernoroe oprany UA. TR.0O01

3asra PO BLANOBIAHICTS

Binnosigae BUMOras:

TeXBMHOre periaMenTy MO0 MeIHIHIX BUpoSin, 3aTRePIHKEHON0 HOCTAHOBOK
KMV sig 02.10.2013 p. Ne 753, HCTY EN 60601-1:2015, JCTVY EN 60601-1-
12015, ACTY EN IS0 10993-1:201 5, ACTY EN 180 10993-5:2015, ACTY EN
IS0 10993-10:2015, ZCTY EN 60601-1-2:2018;

JACTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, ICTY EN 60601-2-30:2015,
ACTY ENISO 10993-1:2015, HCTY EN ISO 10993-5:2015, HCTY EN IS0 10993-
10:2015, JCTY EN 606D1-1-2:2018

Tlopruit Ta giTkuit
HEePEK CTaHIAPTIR

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, HCTY EN ISO 10993~
12018, ZCTY EN ISO 10993-5:2015, ACTY EN ISO 10993-10:2015, ACTV EN
60601-1-2:2018:

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, JICTY EN 60601-2-30:2015,
JICTY EN ISO 10993-1:2015, JACTY EN SO 10993-5:2015, ACTY BN ISO 10993-
; T3UICTY EN 60601-1-2:2018

Hara ta mMicue Hagauus
aexmapanii npo
BigrosiHicTs

"~ 06.08.2021 p., Yxpaiua

O6MexKeRHS YHHHOCTI
Jexaapagii npo
BLIIOBIAHICTE

iznuc, npisswime ta
TIOCH71a YIIOBHOBAKEHOL
ocobn

Kocrorpusz [ B,




\

\\\

!

\\\\\\\\

AN

gy

Lrtrpyr

N

7
;
Z
7 %
3

=
7
%

.

3

%

NN

Y

w3
W

N

7

8
\

iy
7

L

.

.
w
\
.

=
.
=
E
.
.
W
F
E
.
\

E
\

=
.
w

\

.
7%

Yz
7

s

Y
gt
ey

i

Yoo

s
“
75

£y

TR
N

o

HORQ T
¥

oy

N
FRANTEY
8
$
Se

o

¥ Froviwes, 333

apgdiny

TR BaaEe

MAEY

N
oy
W

RRTO
Ty, &




s

N

/////

S e

> 128 Bk e

REESR S

MHS ORFasy 3 copradicaui

N o
RSURN

I AN ey T fos
Higation Body




o entior authar

N

NRRY

SRR

i

\ &\\\\\ \§~‘§ ; é\ .‘\\f\\‘\ N

&) CEPTH®IKAT OL[IHIOBAH
/' CONFORMITY ASSESSMENT CERTIFICATE

(b Belskalas

..........................................

H$I BJTNOBIHOCTI

Ry

HINTKOBMTE SABEINEYEHHA RKOCTH

TEXHIYHWR PEMAMEHT OO0 MEQWMHAX BUPOBIB, BOHATOK 3

TORIosa MUpKs

Tradersosk S

Maogsin/tun
MadeifTvos Refl

Bianoriage sumoram

Hoaed Ta oan

spoGuiRa
Nome aoadiasidy
manutaciired

% HOSEO TO mICUeHaXaAm D1 HA

SMDOBHMLLTEG
Nome gnd locgtorn ol staduction

© ADAQTKORG iLrbopranis
woadditionaiinformation

ByAQHMR HE DIACTORI
Lssgred on the groungz of

3acTynHMK RepisruKe oprany 3 ceprudbiraul

Deputy Head of Certification

03.02.2819

AaTe psoarpautl
Sde

{BE3 NEPERIPKY MPOEKTY MEQUMROTD BUPOBY)
aEwiposasl aprepiamsnore TReRy {nae Ha}

Koun VKT 3R 9018

Gammas Conired, Gamma Plog, Ganowa Senyd, Gamms Semi Plus, Gamma Smart,
Gamma Optima, Gamma Active, Gamma Travel, Gamma Easy, Gamma 3Mi-3,
Gamma MW, Dr.Frel M-100A, Dr.Frei M-200A, DrFrei M-3084, Dr Frei MA00A,
BreFret M-5004, DoFret M-6004, DrFret M-T004, DrFret M-1505, D Fret 32808,
Br.Frei M-110W, Dr.Frei M-120W

TexHivaoro PeryaMenTy MOLo MEeIRTHAX BIPOSIS, JRTRCPINKEHOYO HOCTAHOBOIO
KMY wig 02.10.2013 p. Mo 753, ACTY ENI50 134852018, ACTY EN 60601-1:2015,
JCTY EN 1066-3:2013, HCTY EN 60601-1-2:2013

"Shenzhen Pango Electronie Co., Litd",
No. 28, 1st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Sheazhen, Guangdong, Kuraft

“Shenzhen Pango Blectronic Co., Ltd",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Shenzhen, Guangdong, Kuralt

"Shenzhen Pango Electronic Co., Lid",
No. 25, st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Tovwn, LongGang District, Shenzhien, Guangdong, Kirral

Vyosuonaxenud npeavrasnnx TOR "MEJXAVI CBIC ITMEX™,
49827, . Juinpe, sya. Claecaascsxa Habepeanz, Bya. 53, Vupalaa,
wo gie ariane gosipenocti "Shenzhen Pango Electronie Co., Lid",
No. 25, st Indusiry zone, FengHuang Rd, XiKeng Village, HengGang Town,

LongGang District, Shenzhen, Guangdong, Kural sia 10.07.2018.

aperoxsns spolysere BC YipTRCT AT "VIPMETPTECTCTAHIAPT Nel473-3-2018 sy 00092018,

Nei469-5-2018 six 16112018, Meid71.3-2018 nig 06.05.2018, Nol470-5-2018 sin 06092018,
Nei476-2-2018 sig 05.09.2018, Neld78-2-2018 nig 06.09.2018, Ni474-2-2018 six 08.11.201§,
Ne1477-2-2018 sia 03.11.2018 (arecpgianpeanrad] }x’é}i-iéSS gig 16.08.2018p.) 3nir
Nel 79TV rpTECTS-18 iy 08.10.2018 3 ‘?‘\ﬁgm{s“mﬁp‘i JHOYRPMETPTECTOTANBAPTY
GUESKHE CRCTOME STIpaBing Akktog “«f/'l FY EN IBO 134852015 Havmn wa
CHOTEMOIY YTIDABTHHER SKICTHO 1RO

8ody

%




TOBAPRCTBO 3 OBMENREHOIO BIABNORVIANBHICTIO
«MEIXA¥SI CBIC TMBX»
wox EAPIRQY 35341093
4900, w. [pinpo, pyssies Cinecsasenwa Halepesosa, Gya, 53, vea. (0562) 312210
n/p 2003204314535, AT «OF1T Baurn, MOO 300528

Aexaapanin upo signopinmicrs Ne DV-UA 1.061.018570-19

BupoOuuk, agpeca Ningho Free Trade Zone Tenso Medieal Instruments Co, Lid.
24/F, Huallan Building, 238 Zhongshan East Road, 315000 Ningbo,
Kura#
VHOBHOROKER U TOB «MEAXAYT CBIC I'MBX»
HPEACTARHNK B YKpaiHi, syanus Cisecaascska Habepesara, Sy 53w, Jlainpo, 49027,
ajpeca. Tel., o-mail Yxpaisa, tes. (0362) 31-22-10, email: officed@med-howss.com.ua
Buznave HHs Npoaysuii BHMIPIOREE] apTEPIATRHOPE THCKY!

Gamma 700 K, Gamma 800 K., Onelite M-20

Buyors texsiuHmx Joaaror 1 Texuiuioro persasesty moao MEHHIo Bipobis

periaMenTin (OCHOBHI RHMOTH 10 MEAHYHEY RUPOOIB), 39 TECUIREHOTO
Tocranosoo KMY sig 02.10.2013 p. Ne753

Hpoueaypa Texutanoro Hozgarox 3 Texniwior pernaMeHTy oMo MEAHIHUN BEPODIR

DEFTAMEHTY, T {saleancuenns GYHKUIOHYBRHAS KOMDIEKOHOT CHOTEMU YIpaBaitHA

KICTOCORYETLCH sxieTio), aareepakesoro Hoerasorow KMY iz 02.10.2013 e

No733

Kage Seanexa { ‘

Hazpa, aapeca ma Hopue uafyenysauns:

teHTugisaiiivei Kog v AEPHKABHE THNPHEMCTRO «BRCEYKPATHCHKHA

| PRECTPL NPHIBANEHAX JEPKABHMIA HAYKOB (}*BL-ii}f\“}ﬁ%@i}r’?l{%ﬁ LEHT?
OPTAHIR Oprany 3 Giinky CTAHOAPTVBALL METPOJIONH, CEPTHOIKALIT TA

BUIORIMHOCTE, HI0 TPOBIR i IAXKCTY TIPAR CNOKHBAYIBY
APOHERYPY OUiHKH ' Cropouene safiMenypannm
RIATORLHOCT AR YKPMETPTECTCTAHJIAP T

03143, m, Kuis, By, Merposoriyna, 6y, 4
HOMEpP RpREateHoro oprawy UA TR.001

Jasea gpo BlAnesi LT, Bianosinae aMOoras:
TexHigHOrO PCINaMEnTy 080 MeIUUHIN. BRPOOIE, 3aTBEpAKeHOrD
nocrapopoie KMY sig 02,10.2013 p. Ne 733, TTCTV £N 150 81060~

1;2013
Hosrud ta wiTkuil nepenix JCTY EN 180 81060-1:2015
CTABAAPTIS A
i Harara micne maiasuy 14.03.2019 p.. Vepaiug
Asknapauii npo
BianORiANICTS
Ofwmexenny uptnoeti Crpox qif gesnapanif npo sigoosianiors 2o 31,12.2030 p.
ackaapaxif apo ey

BELATIOBLIMICTS

{lianyc, npissie 18 nocaga Turapesxo H.B.

YROBHOBAKEHO __j;}‘é’;-i




TOBAPUCTBO 3 OBMEXKEHOID BUTIOBIIAABHICTIO

MEIXAYE CBIC TMEX»
wox CIIPTIOV 35341093

48037, M. ﬂmupo sy Claecranchra Halepesasy, 8yy. 53,
4535 AT «OTTE Bass, MO 300528,
SIOV631T, cp-no Ne 2D0118015

C'ii*ii(}\’ 33341093 ITTH 383

Hewxspauia mpo sizneniamicts M DV-UATR001.0753.36.80919-21

Bupolbnuk, agpeca

"Shenzhen Pango Medical Electronies Co, L1d", No 25, 1st Industry rone, Fenghoang
road, Xikeng Village, Henggang Town, imgszang District, Sheazhen City,
(uangdong Proviges, $I811S, Kuraf

Viosgosameaul
HPEHCTAREHK B YKpain,
anpeca, TCIL, e~mail

TOB «MEAXAY3 CBIC T'MBX»
sy Civeanascbka HaGepomas, Sy 53, v Hiinpo, 49027, Vipalis, ten.
{3562) 31-22-10, email: office@med-house com.ua

Buapauenys upoaykii

Bawmiptosayl apreplagstoro tacky, TM “Gamma™, moxext: Control, Plus, Sewy,
Semi Plus, Smart, Optima, Ai'ﬁv{ Travel, Easy, M1-3, MI-W.
Indpavepromt nodal repmoMerpy THM “Promedica” smesss IRT,
Bumiptonastd apreplaibHore THOKY aBTOMATHYRI
T™ “Promedica™, smomeni: Superb, Classie, Expert, Bangls.
BrWipopad] aprepiaibHore THOKY HRINBESTOMATHIR
TM “Promodica”™ monesb: Assish
Fanacui 4aCTHEN RO RUMIDIOBEIS apreplansrors taoky, T™ “Promedica™
samwrern: 22-42 oy, 22-32 oM, 13,5 18,5 om, 3 ermnyean 50 MRHKeTH,
romupecopr DC 6V SPMR462, enerxrpomavniti wranany DQFI-3CDC 3V

BRMOTH TeXHIMREY
DErTaMEHTIR

Hoxarox 1 Texshagoro periaMenTy TIoA0 MEEus sapobis (ooHosrl BEMOTY A0
Meagunsy sapoebis), sarseppresors Hocraposowe KMY min 02.10.2013 p. Ne753

Tpougnypa Texuignoro
PETTAMENTY, RO
2ACTOCORYETHON

Honarox 3 Tesuiunoro peramesTy HOLo Merymx supodis (3alesmetenns
HVHKLIOHYBARS XOMIUICKCHOT CROTEME VIIPaRAiHES ARICR0), 30TBEPIHKSHOTD
{Tocranoporo KMY 8ig 02.10.2013 p. No¥53

Hrac Oesmory

ia

Hasea, aapecs T8
ienrmikaniinni Kog y
PeeCEi HPUIHAUCHUR
OprasiE GRUrARY 3 OHIEKY
BIATORLWMOUT, IO IPOBIR
HPOLENYPY it
BIMOBLAHOUT

TToguc HafiMeRYRANHS,

JIEPXABHE ITIITPHEMCTBO «BCEVKPATHCHKUM JIRPKARHMI
HAVKORO-BHPOBHHUHN HEHTP CTAHAAPTHIALT, METPOIOTTH,
CEPTHOIKAI TA SAXHCTY TTPAB CHOXHBAUIBE»
Cropovene naliMenyBanys
A «YKPMETPTECTCTAHIAP T
03143, » Kuis, syr. Metponoriuna, 6y 4;

Hosep uprnagenore oprany UA TR.001

Jasry Upe BIANOBINHIVTS

RUTOBigae BEMOran:

TexXHITHOrO PEIHAMENTY MONOG MEIHYHAX BHPOOIH, S8TRERIHKEHOTO NOCTARDROIO
KMY 8in 02102013 p. Ne 753, HOTY BN 60601-1:2018, HCTVY EN 60801-1-
113015, JCTV ENISO 10993-1:201 5, JUTY EN SO 1093.5.2015, ICTY BN
ISG IN803-10:2015, BUTY BN A0601-1-2:2018,;

JCTY BN 60601-1:201 i f}{?}f‘f EN 60601-1-11:2018, JICTY EN 60601-2-30:20135,
ACTY ENAISO 10993-1:2015, CTY EN ISO 10993-5:2013, ACTY BN 180 10993-
20.2{)35,,1& TV EN 60601-1-2:2018

Hopua® va witkui
TISPEIIK CTRHIAPTIS

qm‘y EN 60601-1
£:2015, TCTY EN IS0 10993-5

H 2()15,;}L13 EN 60601-1-11: 2{}15 JECTY EN ISO 10893~
5:2015, ACTY EN IS0 10993-10:2015, ACTY EN
60601-1-2:2018;

AUTY BN 60601-1-1 12015, JICTY EN 60601-2-30:2015,
JCTY EN iS{F EG‘J‘} -5 2015  ACTY BN IS0 10993-

ACTVY EN 60601-1:2015
JACTY BN ISO 109931 2&’}'

Hara ta wicue Hagguus
aexmapanil Ipo
BUTOB THICTE

OOMeKEHES WHHEoCTI
Aekaapauii npo
RISHOBLIHICTS

iy, npizsume ta
TIGCEAR YHOBHOBAKEROT
ocobu

Kocrorpss /1. B.
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CEPTU®IKAT BIAMOBIIHOCTI
CERTIFICATE OF CONFORMITY
B-!-zé;-igzmsaui APTEpIASLHONS THOKY

{xase L3 dyuruico symipwsannn)
Koz VKT 3E) 2018

Gamma 700 K, Gunms 800 K, Onelife M-28

Texnignors PeriaMenTy WMOK0 MeREX supodis, 1aTRepanenoro nocraroroe KMY
8in 02.10.2013p. Ne 753 B uactwst §yssdi siviprosanss, TV EN SO 8108013018

“Ningbo Free Trade Zone Tenso Mediesd i’nsiramems Co., LAY,
24/¥, Hualian Building, Y38 Zhongshan East Road, 315000 Ningha, Kurai

"Ningho Free Trade Zone Tenso Medical Instruments Co., Lid.”,
24/F, Hualinn Building, 238 Zhongshar Bast Road, 315000 Ningbo, Kuran

“Ningbo Free Trade Zone Tenso Medical Instroments Co., Lid.”,
24/F, Hualian Building, 238 Zhongshan East Read, 315000 Ningho, Kuralkt

Yrosgopaxensll npescrasnur TOB "MEJINAY3I CBIC I'MBX®, 49027, w. Jninpo,
wy&, Tivecnancrxa Hadepowna, 6va, 53, ¥xpaina, wo aie srigus gosipeHocti
“Ningbe Free Trade Zone Teme Medical Instriamens Co., L1d.", 24/F, Hoalan Building,
238 Zhongshan East Road, 313000 Ningbo. Ksivalf six 10.07.2018.

npotoxonie puapodyeans BC VrpTECT A1 "YKPMETRTECTCTAHJAAFTY
Nel1434-2-3018 sin 05,1 L2018 Spin 03.11.2018 (arvecrar
akpearranil N3 He3S 8 BIFTE-19 Bl 22,02 2018
{arectar axpennTanly

(OA QTR BY
igrigng! int

B.A.Fuaep

JACTYNHMK KepiBNKKG Dprany 3 cepryudik Y
y ¥.D.Ryrryer

Deputy Mead of Cerfification 8ody

AaTa pussISa 06.03.2819%

TAVEE SadA B sl
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AT VKB AIRTOTECTO TA M A ARY
N BT AT B NN 3 & R & ]
QY VR FR NI T HAANTY

THIOBAHHS BUITOBLIHOCTI
CONFORMITY ASSESSMENT CERTIFICATE
HINHOBMTR JAREINMEVEHNA RROQTE

TEXHIUHKE PEMMAMEHT WOND MEAVHHAX BUROEE, HOJATOK 3
{SEQ NEPEBIPKY NPOERTY MEQUYHOTD BHPQEY)

aumipoRay aprepiwrsRors YReRY (aac Ha}d

Fog VKT IEIL 98

Gemmg Contred, Gawmmz Plos, Ganona Sowd, Gamma Semi Phas, Gamma Smard,
Gamma Optima, Gagme Active, Ganvmn Travel, Gamma Fasy, Gamma MU-J
Gamma MI-W, Dr.Fret ¥M-1004, Dr.Frei M-308A, Dr.Frei M-3084, DrFrei M-4004,
BrFrel M-S004, D Fra ML6004, Dr.Fred BE-THIA, De Fra B-150%, D Frei M-2805,
Dy, Frel M-110W, Dr.Frei M 120W

TeXHIHOrY PRIHMEHTY HWIOA0 MEIRYHEX BHPOOISR, 33TREDIDKCHOTO HOCTINOBOIO
KMV pin 02182013 p. Ne 783, JUTY ENISO 13485205, JOCTV EN 6060113015,
ACTY EN 1060-3:200 8, JOTY EM a0s01-1-2:2013

“Skenzhen Pango Elgetronic Co., L4447,

Moo 28, Ist Indusivy sone, FengHuang R, XiKeng Village,

HengGang Town, LongGang District, Shenzhen, Guangdong, Kuradt

“Shenzhes Pango Electronie Co,, Lid",
No. 25, st Iudustry zone, FeagHuang Rd, XiKeng Village,
HengGang Town, LongQang District;, Shoeuzhen, Guangdong, Kavali

"Shenzhen Pange Eleetronie Co., L1d",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Villags,
HengGang Toven, LongGang District, Shenzhen, Guangdonyg, Kurail

aacrasndg TOR "MEIXAYI CBIC VMEXS,
49027, 0. Huiope, sy Classaascrrn Halopeaoas, Sva. 53, Yupaing
1w gie sriano gonipesors! "Shenzhen Pango Blestronie Co.., Lid™,
No. 23, st industry zone, Fenghiuang Rd, XiKeng Villags: HengGang Tows,

LongQuog District, Shepzhen, Ouangdong, Kava®k s 10072018,

fporoxcs wRpoiysere BC VipTECT I " VEPMETPIECTCTARIAPT® Ni473-5-2018 sy
No1469-3-2018 npix (6112018, Kei4?1.5:3018 sig 00092018, §el470-5-2018 sin {
Nel476-2-2018 piz 05.09.2018, M i4782.3018 »iy 06.09.2018, &
Neld77-2-2018 »ia 08.11.2018 (aresy MEZHE3E wly 16.08.2018p) Iniv
Nl TOTYrpTECTS-18 sy 08, HL2018 508 actipl JHT "WRPMETPT UAL
UL CRCICMU YOIPEBIES ARBIH 3 z’:IIC. AV OEN RO 13685:3013, Harasa sa
CHETENOIC VDARTEHA AKITR SRR SHHES HPOIDRMRIT TENEIHOTG HUDTUDY,

N
$

Vyosuopamenmll o

SRI82018,
NI,

SOOI

3OCTYNHMK LepIBHNKS OPrany 3 ceptHaino il
Depuly Head of Cerlificgiion Body

B.A. Pusmep
V. D Rymar

LT SR "ELJ\:\ 3
,{:104\4 [s2:2 ed e el 95»82!,2@}1%

D

A1-X7 . weseweoairies ey ug
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TOBAPUCTBO 3 OBMEXKEHOIO BIIOBLIAJRBHICTIO

«MEJAXAY3 CBIC F'MBX»
won CAPTIOY 35341893

49027, v. Autnpo, syn. Claecrascexa HaGepexaa, Byg. 53,

IBAN: LA 423003280000026003204314535 AT «OTII Bawion, M@0 300528,

CAPIIOY 35341093 HIH 353410804631, cn-no Ne 200118015

Jexurapanis npo signopianicts Ne DV-UATR.001.6753.30.00919-21

BupoOnuk, agpeca

"Shenzhen Pango Medical Electronics Co., Ltd", No 25,1st Industry zone, Fenghuang
road, Xikeng Village, Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, 518115, Kurai

VioBaopaseHRH
NPEICTABREK B YKpaiai,
azpeca, Tei., e-mail

TOB «MEJIXAY3 CBIC I'MbBX»
symiis Civecnrasebka Habepesxsa, Sy 53, M. Huiopo, 49027, Yipaiua, Ten.

Bussauesns opoayxiii

Bamiprosayl apreplamssoro rrcky, TM “Gamma”, mogeni: Control, Plus, Semy,
Semi Plus, Smart, Optima, Active, Travel, Easy, M1-3, MI-W.
Indipasepront nobul repmomerpr TM “Promedica” soness: IRT.
Bauiprosati apTepianbHOTO THOKY S8TOMITHYIHI
T™ “Promedica”, soxeni: Superb, Classic, Expert, Bangle.
BrMiptosadi apTeplaibHore THORY HAIHBEBTOMATHYHI
T™ “Promedica”™ Monesns: Assist.

JanacHi YACTHHE KO BUMIPIOBadin apreplansiore THery, TM “Promedica™
MaMKeTH: 22-42 oM, 22-32 oM, 13,5~ 19,5 oM, 3" eanysan 10 MaHKETH,
xomipecopr DC 6V SPM2462, enexrpomariiTai wrattaan DQFI-3CDC 3V

Brmoryg rexaianug
PErTaMEHTIR

Homarox 1 Texuiugoro periiaMesTy HIOA0 MEIRIREX BHpobIs (OCHOBRI BEMOIH X0
MeEMK pupobiB), sareepxenoro Hocranosoro KMV uin 02.10.2013 p. Ne753

Tpouenypa Texaivuoro
PETHAMEHTY, IO
3ACTOCORYETHOH

Honmarox 3 Texnigroro perzaMeHTy MO0 MeaRyHuX Bupodis (3alesueuenig
DYHKLIOHYBAHHS KOMIUICKCHOT CHCTEMH YIPABHIHES SKICTIO), 38TRCPIDKEHOTD
Tocranosowe KMY gin 02.10.2013 p. Ne753

Kuac Gesuexu

{Ia

Hassa, agpeca ta
inesradikamiinmi xog y
peccTpl IPH3HATCHIX
Oprasgig opragy 3 OUiHKY
BLANOBLIHOCT, IO IPOBIR
HPOUERYPY ORitKH
BignosinHoCT

Tlogue naliiMeHyRAHHS:

JEEPKABHE TIIITPHEMCTBO «BCEVKPATHCHKUN IEPKABHIH
HAYKOBO-BHPOBHWYWH LIEHTP CTARJAPTHIALY, METPOHOT,
CEPTHOIKAI TA 3AXHCTY TIPAB CTIOXKVBAYIB»
Cropotene HaliMEHYBRHHN
T «YKPMETPTECTCTAHHAP T
03143, m. Kuis, syn, Metponorinaa, 6y 4;

HoMep npusnagernoroe oprany UA. TR.0O01

3asra PO BLANOBIAHICTS

Binnosigae BUMOras:

TeXBMHOre periaMenTy MO0 MeIHIHIX BUpoSin, 3aTRePIHKEHON0 HOCTAHOBOK
KMV sig 02.10.2013 p. Ne 753, HCTY EN 60601-1:2015, JCTVY EN 60601-1-
12015, ACTY EN IS0 10993-1:201 5, ACTY EN 180 10993-5:2015, ACTY EN
IS0 10993-10:2015, ZCTY EN 60601-1-2:2018;

JACTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, ICTY EN 60601-2-30:2015,
ACTY ENISO 10993-1:2015, HCTY EN ISO 10993-5:2015, HCTY EN IS0 10993-
10:2015, JCTY EN 606D1-1-2:2018

Tlopruit Ta giTkuit
HEePEK CTaHIAPTIR

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, HCTY EN ISO 10993~
12018, ZCTY EN ISO 10993-5:2015, ACTY EN ISO 10993-10:2015, ACTV EN
60601-1-2:2018:

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, JICTY EN 60601-2-30:2015,
JICTY EN ISO 10993-1:2015, JACTY EN SO 10993-5:2015, ACTY BN ISO 10993-
; T3UICTY EN 60601-1-2:2018

Hara ta mMicue Hagauus
aexmapanii npo
BigrosiHicTs

"~ 06.08.2021 p., Yxpaiua

O6MexKeRHS YHHHOCTI
Jexaapagii npo
BLIIOBIAHICTE

iznuc, npisswime ta
TIOCH71a YIIOBHOBAKEHOL
ocobn

Kocrorpusz [ B,
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&) CEPTH®IKAT OL[IHIOBAH
/' CONFORMITY ASSESSMENT CERTIFICATE

(b Belskalas

..........................................

H$I BJTNOBIHOCTI

Ry

HINTKOBMTE SABEINEYEHHA RKOCTH

TEXHIYHWR PEMAMEHT OO0 MEQWMHAX BUPOBIB, BOHATOK 3

TORIosa MUpKs

Tradersosk S

Maogsin/tun
MadeifTvos Refl

Bianoriage sumoram

Hoaed Ta oan

spoGuiRa
Nome aoadiasidy
manutaciired

% HOSEO TO mICUeHaXaAm D1 HA

SMDOBHMLLTEG
Nome gnd locgtorn ol staduction

© ADAQTKORG iLrbopranis
woadditionaiinformation

ByAQHMR HE DIACTORI
Lssgred on the groungz of

3acTynHMK RepisruKe oprany 3 ceprudbiraul

Deputy Head of Certification

03.02.2819

AaTe psoarpautl
Sde

{BE3 NEPERIPKY MPOEKTY MEQUMROTD BUPOBY)
aEwiposasl aprepiamsnore TReRy {nae Ha}

Koun VKT 3R 9018

Gammas Conired, Gamma Plog, Ganowa Senyd, Gamms Semi Plus, Gamma Smart,
Gamma Optima, Gamma Active, Gamma Travel, Gamma Easy, Gamma 3Mi-3,
Gamma MW, Dr.Frel M-100A, Dr.Frei M-200A, DrFrei M-3084, Dr Frei MA00A,
BreFret M-5004, DoFret M-6004, DrFret M-T004, DrFret M-1505, D Fret 32808,
Br.Frei M-110W, Dr.Frei M-120W

TexHivaoro PeryaMenTy MOLo MEeIRTHAX BIPOSIS, JRTRCPINKEHOYO HOCTAHOBOIO
KMY wig 02.10.2013 p. Mo 753, ACTY ENI50 134852018, ACTY EN 60601-1:2015,
JCTY EN 1066-3:2013, HCTY EN 60601-1-2:2013

"Shenzhen Pango Electronie Co., Litd",
No. 28, 1st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Sheazhen, Guangdong, Kuraft

“Shenzhen Pango Blectronic Co., Ltd",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Shenzhen, Guangdong, Kuralt

"Shenzhen Pango Electronic Co., Lid",
No. 25, st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Tovwn, LongGang District, Shenzhien, Guangdong, Kirral

Vyosuonaxenud npeavrasnnx TOR "MEJXAVI CBIC ITMEX™,
49827, . Juinpe, sya. Claecaascsxa Habepeanz, Bya. 53, Vupalaa,
wo gie ariane gosipenocti "Shenzhen Pango Electronie Co., Lid",
No. 25, st Indusiry zone, FengHuang Rd, XiKeng Village, HengGang Town,

LongGang District, Shenzhen, Guangdong, Kural sia 10.07.2018.

aperoxsns spolysere BC YipTRCT AT "VIPMETPTECTCTAHIAPT Nel473-3-2018 sy 00092018,

Nei469-5-2018 six 16112018, Meid71.3-2018 nig 06.05.2018, Nol470-5-2018 sin 06092018,
Nei476-2-2018 sig 05.09.2018, Neld78-2-2018 nig 06.09.2018, Ni474-2-2018 six 08.11.201§,
Ne1477-2-2018 sia 03.11.2018 (arecpgianpeanrad] }x’é}i-iéSS gig 16.08.2018p.) 3nir
Nel 79TV rpTECTS-18 iy 08.10.2018 3 ‘?‘\ﬁgm{s“mﬁp‘i JHOYRPMETPTECTOTANBAPTY
GUESKHE CRCTOME STIpaBing Akktog “«f/'l FY EN IBO 134852015 Havmn wa
CHOTEMOIY YTIDABTHHER SKICTHO 1RO

8ody

%




TOBAPRCTBO 3 OBMENREHOIO BIABNORVIANBHICTIO
«MEIXA¥SI CBIC TMBX»
wox EAPIRQY 35341093
4900, w. [pinpo, pyssies Cinecsasenwa Halepesosa, Gya, 53, vea. (0562) 312210
n/p 2003204314535, AT «OF1T Baurn, MOO 300528

Aexaapanin upo signopinmicrs Ne DV-UA 1.061.018570-19

BupoOuuk, agpeca Ningho Free Trade Zone Tenso Medieal Instruments Co, Lid.
24/F, Huallan Building, 238 Zhongshan East Road, 315000 Ningbo,
Kura#
VHOBHOROKER U TOB «MEAXAYT CBIC I'MBX»
HPEACTARHNK B YKpaiHi, syanus Cisecaascska Habepesara, Sy 53w, Jlainpo, 49027,
ajpeca. Tel., o-mail Yxpaisa, tes. (0362) 31-22-10, email: officed@med-howss.com.ua
Buznave HHs Npoaysuii BHMIPIOREE] apTEPIATRHOPE THCKY!

Gamma 700 K, Gamma 800 K., Onelite M-20

Buyors texsiuHmx Joaaror 1 Texuiuioro persasesty moao MEHHIo Bipobis

periaMenTin (OCHOBHI RHMOTH 10 MEAHYHEY RUPOOIB), 39 TECUIREHOTO
Tocranosoo KMY sig 02.10.2013 p. Ne753

Hpoueaypa Texutanoro Hozgarox 3 Texniwior pernaMeHTy oMo MEAHIHUN BEPODIR

DEFTAMEHTY, T {saleancuenns GYHKUIOHYBRHAS KOMDIEKOHOT CHOTEMU YIpaBaitHA

KICTOCORYETLCH sxieTio), aareepakesoro Hoerasorow KMY iz 02.10.2013 e

No733

Kage Seanexa { ‘

Hazpa, aapeca ma Hopue uafyenysauns:

teHTugisaiiivei Kog v AEPHKABHE THNPHEMCTRO «BRCEYKPATHCHKHA

| PRECTPL NPHIBANEHAX JEPKABHMIA HAYKOB (}*BL-ii}f\“}ﬁ%@i}r’?l{%ﬁ LEHT?
OPTAHIR Oprany 3 Giinky CTAHOAPTVBALL METPOJIONH, CEPTHOIKALIT TA

BUIORIMHOCTE, HI0 TPOBIR i IAXKCTY TIPAR CNOKHBAYIBY
APOHERYPY OUiHKH ' Cropouene safiMenypannm
RIATORLHOCT AR YKPMETPTECTCTAHJIAP T

03143, m, Kuis, By, Merposoriyna, 6y, 4
HOMEpP RpREateHoro oprawy UA TR.001

Jasea gpo BlAnesi LT, Bianosinae aMOoras:
TexHigHOrO PCINaMEnTy 080 MeIUUHIN. BRPOOIE, 3aTBEpAKeHOrD
nocrapopoie KMY sig 02,10.2013 p. Ne 733, TTCTV £N 150 81060~

1;2013
Hosrud ta wiTkuil nepenix JCTY EN 180 81060-1:2015
CTABAAPTIS A
i Harara micne maiasuy 14.03.2019 p.. Vepaiug
Asknapauii npo
BianORiANICTS
Ofwmexenny uptnoeti Crpox qif gesnapanif npo sigoosianiors 2o 31,12.2030 p.
ackaapaxif apo ey

BELATIOBLIMICTS

{lianyc, npissie 18 nocaga Turapesxo H.B.

YROBHOBAKEHO __j;}‘é’;-i




TOBAPUCTBO 3 OBMEXKEHOID BUTIOBIIAABHICTIO

MEIXAYE CBIC TMEX»
wox CIIPTIOV 35341093

48037, M. ﬂmupo sy Claecranchra Halepesasy, 8yy. 53,
4535 AT «OTTE Bass, MO 300528,
SIOV631T, cp-no Ne 2D0118015

C'ii*ii(}\’ 33341093 ITTH 383

Hewxspauia mpo sizneniamicts M DV-UATR001.0753.36.80919-21

Bupolbnuk, agpeca

"Shenzhen Pango Medical Electronies Co, L1d", No 25, 1st Industry rone, Fenghoang
road, Xikeng Village, Henggang Town, imgszang District, Sheazhen City,
(uangdong Proviges, $I811S, Kuraf

Viosgosameaul
HPEHCTAREHK B YKpain,
anpeca, TCIL, e~mail

TOB «MEAXAY3 CBIC T'MBX»
sy Civeanascbka HaGepomas, Sy 53, v Hiinpo, 49027, Vipalis, ten.
{3562) 31-22-10, email: office@med-house com.ua

Buapauenys upoaykii

Bawmiptosayl apreplagstoro tacky, TM “Gamma™, moxext: Control, Plus, Sewy,
Semi Plus, Smart, Optima, Ai'ﬁv{ Travel, Easy, M1-3, MI-W.
Indpavepromt nodal repmoMerpy THM “Promedica” smesss IRT,
Bumiptonastd apreplaibHore THOKY aBTOMATHYRI
T™ “Promedica™, smomeni: Superb, Classie, Expert, Bangls.
BrWipopad] aprepiaibHore THOKY HRINBESTOMATHIR
TM “Promodica”™ monesb: Assish
Fanacui 4aCTHEN RO RUMIDIOBEIS apreplansrors taoky, T™ “Promedica™
samwrern: 22-42 oy, 22-32 oM, 13,5 18,5 om, 3 ermnyean 50 MRHKeTH,
romupecopr DC 6V SPMR462, enerxrpomavniti wranany DQFI-3CDC 3V

BRMOTH TeXHIMREY
DErTaMEHTIR

Hoxarox 1 Texshagoro periaMenTy TIoA0 MEEus sapobis (ooHosrl BEMOTY A0
Meagunsy sapoebis), sarseppresors Hocraposowe KMY min 02.10.2013 p. Ne753

Tpougnypa Texuignoro
PETTAMENTY, RO
2ACTOCORYETHON

Honarox 3 Tesuiunoro peramesTy HOLo Merymx supodis (3alesmetenns
HVHKLIOHYBARS XOMIUICKCHOT CROTEME VIIPaRAiHES ARICR0), 30TBEPIHKSHOTD
{Tocranoporo KMY 8ig 02.10.2013 p. No¥53

Hrac Oesmory

ia

Hasea, aapecs T8
ienrmikaniinni Kog y
PeeCEi HPUIHAUCHUR
OprasiE GRUrARY 3 OHIEKY
BIATORLWMOUT, IO IPOBIR
HPOLENYPY it
BIMOBLAHOUT

TToguc HafiMeRYRANHS,

JIEPXABHE ITIITPHEMCTBO «BCEVKPATHCHKUM JIRPKARHMI
HAVKORO-BHPOBHHUHN HEHTP CTAHAAPTHIALT, METPOIOTTH,
CEPTHOIKAI TA SAXHCTY TTPAB CHOXHBAUIBE»
Cropovene naliMenyBanys
A «YKPMETPTECTCTAHIAP T
03143, » Kuis, syr. Metponoriuna, 6y 4;

Hosep uprnagenore oprany UA TR.001

Jasry Upe BIANOBINHIVTS

RUTOBigae BEMOran:

TexXHITHOrO PEIHAMENTY MONOG MEIHYHAX BHPOOIH, S8TRERIHKEHOTO NOCTARDROIO
KMY 8in 02102013 p. Ne 753, HOTY BN 60601-1:2018, HCTVY EN 60801-1-
113015, JCTV ENISO 10993-1:201 5, JUTY EN SO 1093.5.2015, ICTY BN
ISG IN803-10:2015, BUTY BN A0601-1-2:2018,;

JCTY BN 60601-1:201 i f}{?}f‘f EN 60601-1-11:2018, JICTY EN 60601-2-30:20135,
ACTY ENAISO 10993-1:2015, CTY EN ISO 10993-5:2013, ACTY BN 180 10993-
20.2{)35,,1& TV EN 60601-1-2:2018

Hopua® va witkui
TISPEIIK CTRHIAPTIS

qm‘y EN 60601-1
£:2015, TCTY EN IS0 10993-5

H 2()15,;}L13 EN 60601-1-11: 2{}15 JECTY EN ISO 10893~
5:2015, ACTY EN IS0 10993-10:2015, ACTY EN
60601-1-2:2018;

AUTY BN 60601-1-1 12015, JICTY EN 60601-2-30:2015,
JCTY EN iS{F EG‘J‘} -5 2015  ACTY BN IS0 10993-

ACTVY EN 60601-1:2015
JACTY BN ISO 109931 2&’}'

Hara ta wicue Hagguus
aexmapanil Ipo
BUTOB THICTE

OOMeKEHES WHHEoCTI
Aekaapauii npo
RISHOBLIHICTS

iy, npizsume ta
TIGCEAR YHOBHOBAKEROT
ocobu

Kocrorpss /1. B.
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CEPTU®IKAT BIAMOBIIHOCTI
CERTIFICATE OF CONFORMITY
B-!-zé;-igzmsaui APTEpIASLHONS THOKY

{xase L3 dyuruico symipwsannn)
Koz VKT 3E) 2018

Gamma 700 K, Gunms 800 K, Onelife M-28

Texnignors PeriaMenTy WMOK0 MeREX supodis, 1aTRepanenoro nocraroroe KMY
8in 02.10.2013p. Ne 753 B uactwst §yssdi siviprosanss, TV EN SO 8108013018

“Ningbo Free Trade Zone Tenso Mediesd i’nsiramems Co., LAY,
24/¥, Hualian Building, Y38 Zhongshan East Road, 315000 Ningha, Kurai

"Ningho Free Trade Zone Tenso Medical Instruments Co., Lid.”,
24/F, Hualinn Building, 238 Zhongshar Bast Road, 315000 Ningbo, Kuran

“Ningbo Free Trade Zone Tenso Medical Instroments Co., Lid.”,
24/F, Hualian Building, 238 Zhongshan East Read, 315000 Ningho, Kuralkt

Yrosgopaxensll npescrasnur TOB "MEJINAY3I CBIC I'MBX®, 49027, w. Jninpo,
wy&, Tivecnancrxa Hadepowna, 6va, 53, ¥xpaina, wo aie srigus gosipeHocti
“Ningbe Free Trade Zone Teme Medical Instriamens Co., L1d.", 24/F, Hoalan Building,
238 Zhongshan East Road, 313000 Ningbo. Ksivalf six 10.07.2018.

npotoxonie puapodyeans BC VrpTECT A1 "YKPMETRTECTCTAHJAAFTY
Nel1434-2-3018 sin 05,1 L2018 Spin 03.11.2018 (arvecrar
akpearranil N3 He3S 8 BIFTE-19 Bl 22,02 2018
{arectar axpennTanly

(OA QTR BY
igrigng! int

B.A.Fuaep

JACTYNHMK KepiBNKKG Dprany 3 cepryudik Y
y ¥.D.Ryrryer

Deputy Mead of Cerfification 8ody

AaTa pussISa 06.03.2819%

TAVEE SadA B sl
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AT VKB AIRTOTECTO TA M A ARY
N BT AT B NN 3 & R & ]
QY VR FR NI T HAANTY

THIOBAHHS BUITOBLIHOCTI
CONFORMITY ASSESSMENT CERTIFICATE
HINHOBMTR JAREINMEVEHNA RROQTE

TEXHIUHKE PEMMAMEHT WOND MEAVHHAX BUROEE, HOJATOK 3
{SEQ NEPEBIPKY NPOERTY MEQUYHOTD BHPQEY)

aumipoRay aprepiwrsRors YReRY (aac Ha}d

Fog VKT IEIL 98

Gemmg Contred, Gawmmz Plos, Ganona Sowd, Gamma Semi Phas, Gamma Smard,
Gamma Optima, Gagme Active, Ganvmn Travel, Gamma Fasy, Gamma MU-J
Gamma MI-W, Dr.Fret ¥M-1004, Dr.Frei M-308A, Dr.Frei M-3084, DrFrei M-4004,
BrFrel M-S004, D Fra ML6004, Dr.Fred BE-THIA, De Fra B-150%, D Frei M-2805,
Dy, Frel M-110W, Dr.Frei M 120W

TeXHIHOrY PRIHMEHTY HWIOA0 MEIRYHEX BHPOOISR, 33TREDIDKCHOTO HOCTINOBOIO
KMV pin 02182013 p. Ne 783, JUTY ENISO 13485205, JOCTV EN 6060113015,
ACTY EN 1060-3:200 8, JOTY EM a0s01-1-2:2013

“Skenzhen Pango Elgetronic Co., L4447,

Moo 28, Ist Indusivy sone, FengHuang R, XiKeng Village,

HengGang Town, LongGang District, Shenzhen, Guangdong, Kuradt

“Shenzhes Pango Electronie Co,, Lid",
No. 25, st Iudustry zone, FeagHuang Rd, XiKeng Village,
HengGang Town, LongQang District;, Shoeuzhen, Guangdong, Kavali

"Shenzhen Pange Eleetronie Co., L1d",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Villags,
HengGang Toven, LongGang District, Shenzhen, Guangdonyg, Kurail

aacrasndg TOR "MEIXAYI CBIC VMEXS,
49027, 0. Huiope, sy Classaascrrn Halopeaoas, Sva. 53, Yupaing
1w gie sriano gonipesors! "Shenzhen Pango Blestronie Co.., Lid™,
No. 23, st industry zone, Fenghiuang Rd, XiKeng Villags: HengGang Tows,

LongQuog District, Shepzhen, Ouangdong, Kava®k s 10072018,

fporoxcs wRpoiysere BC VipTECT I " VEPMETPIECTCTARIAPT® Ni473-5-2018 sy
No1469-3-2018 npix (6112018, Kei4?1.5:3018 sig 00092018, §el470-5-2018 sin {
Nel476-2-2018 piz 05.09.2018, M i4782.3018 »iy 06.09.2018, &
Neld77-2-2018 »ia 08.11.2018 (aresy MEZHE3E wly 16.08.2018p) Iniv
Nl TOTYrpTECTS-18 sy 08, HL2018 508 actipl JHT "WRPMETPT UAL
UL CRCICMU YOIPEBIES ARBIH 3 z’:IIC. AV OEN RO 13685:3013, Harasa sa
CHETENOIC VDARTEHA AKITR SRR SHHES HPOIDRMRIT TENEIHOTG HUDTUDY,

N
$

Vyosuopamenmll o

SRI82018,
NI,

SOOI

3OCTYNHMK LepIBHNKS OPrany 3 ceptHaino il
Depuly Head of Cerlificgiion Body

B.A. Pusmep
V. D Rymar

LT SR "ELJ\:\ 3
,{:104\4 [s2:2 ed e el 95»82!,2@}1%
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TOBAPUCTBO 3 OBMEXKEHOIO BIIOBLIAJRBHICTIO

«MEJAXAY3 CBIC F'MBX»
won CAPTIOY 35341893

49027, v. Autnpo, syn. Claecrascexa HaGepexaa, Byg. 53,

IBAN: LA 423003280000026003204314535 AT «OTII Bawion, M@0 300528,

CAPIIOY 35341093 HIH 353410804631, cn-no Ne 200118015

Jexurapanis npo signopianicts Ne DV-UATR.001.6753.30.00919-21

BupoOnuk, agpeca

"Shenzhen Pango Medical Electronics Co., Ltd", No 25,1st Industry zone, Fenghuang
road, Xikeng Village, Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, 518115, Kurai

VioBaopaseHRH
NPEICTABREK B YKpaiai,
azpeca, Tei., e-mail

TOB «MEJIXAY3 CBIC I'MbBX»
symiis Civecnrasebka Habepesxsa, Sy 53, M. Huiopo, 49027, Yipaiua, Ten.

Bussauesns opoayxiii

Bamiprosayl apreplamssoro rrcky, TM “Gamma”, mogeni: Control, Plus, Semy,
Semi Plus, Smart, Optima, Active, Travel, Easy, M1-3, MI-W.
Indipasepront nobul repmomerpr TM “Promedica” soness: IRT.
Bauiprosati apTepianbHOTO THOKY S8TOMITHYIHI
T™ “Promedica”, soxeni: Superb, Classic, Expert, Bangle.
BrMiptosadi apTeplaibHore THORY HAIHBEBTOMATHYHI
T™ “Promedica”™ Monesns: Assist.

JanacHi YACTHHE KO BUMIPIOBadin apreplansiore THery, TM “Promedica™
MaMKeTH: 22-42 oM, 22-32 oM, 13,5~ 19,5 oM, 3" eanysan 10 MaHKETH,
xomipecopr DC 6V SPM2462, enexrpomariiTai wrattaan DQFI-3CDC 3V

Brmoryg rexaianug
PErTaMEHTIR

Homarox 1 Texuiugoro periiaMesTy HIOA0 MEIRIREX BHpobIs (OCHOBRI BEMOIH X0
MeEMK pupobiB), sareepxenoro Hocranosoro KMV uin 02.10.2013 p. Ne753

Tpouenypa Texaivuoro
PETHAMEHTY, IO
3ACTOCORYETHOH

Honmarox 3 Texnigroro perzaMeHTy MO0 MeaRyHuX Bupodis (3alesueuenig
DYHKLIOHYBAHHS KOMIUICKCHOT CHCTEMH YIPABHIHES SKICTIO), 38TRCPIDKEHOTD
Tocranosowe KMY gin 02.10.2013 p. Ne753

Kuac Gesuexu

{Ia

Hassa, agpeca ta
inesradikamiinmi xog y
peccTpl IPH3HATCHIX
Oprasgig opragy 3 OUiHKY
BLANOBLIHOCT, IO IPOBIR
HPOUERYPY ORitKH
BignosinHoCT

Tlogue naliiMeHyRAHHS:

JEEPKABHE TIIITPHEMCTBO «BCEVKPATHCHKUN IEPKABHIH
HAYKOBO-BHPOBHWYWH LIEHTP CTARJAPTHIALY, METPOHOT,
CEPTHOIKAI TA 3AXHCTY TIPAB CTIOXKVBAYIB»
Cropotene HaliMEHYBRHHN
T «YKPMETPTECTCTAHHAP T
03143, m. Kuis, syn, Metponorinaa, 6y 4;

HoMep npusnagernoroe oprany UA. TR.0O01

3asra PO BLANOBIAHICTS

Binnosigae BUMOras:

TeXBMHOre periaMenTy MO0 MeIHIHIX BUpoSin, 3aTRePIHKEHON0 HOCTAHOBOK
KMV sig 02.10.2013 p. Ne 753, HCTY EN 60601-1:2015, JCTVY EN 60601-1-
12015, ACTY EN IS0 10993-1:201 5, ACTY EN 180 10993-5:2015, ACTY EN
IS0 10993-10:2015, ZCTY EN 60601-1-2:2018;

JACTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, ICTY EN 60601-2-30:2015,
ACTY ENISO 10993-1:2015, HCTY EN ISO 10993-5:2015, HCTY EN IS0 10993-
10:2015, JCTY EN 606D1-1-2:2018

Tlopruit Ta giTkuit
HEePEK CTaHIAPTIR

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, HCTY EN ISO 10993~
12018, ZCTY EN ISO 10993-5:2015, ACTY EN ISO 10993-10:2015, ACTV EN
60601-1-2:2018:

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, JICTY EN 60601-2-30:2015,
JICTY EN ISO 10993-1:2015, JACTY EN SO 10993-5:2015, ACTY BN ISO 10993-
; T3UICTY EN 60601-1-2:2018

Hara ta mMicue Hagauus
aexmapanii npo
BigrosiHicTs

"~ 06.08.2021 p., Yxpaiua

O6MexKeRHS YHHHOCTI
Jexaapagii npo
BLIIOBIAHICTE

iznuc, npisswime ta
TIOCH71a YIIOBHOBAKEHOL
ocobn

Kocrorpusz [ B,
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&) CEPTH®IKAT OL[IHIOBAH
/' CONFORMITY ASSESSMENT CERTIFICATE

(b Belskalas

..........................................

H$I BJTNOBIHOCTI

Ry

HINTKOBMTE SABEINEYEHHA RKOCTH

TEXHIYHWR PEMAMEHT OO0 MEQWMHAX BUPOBIB, BOHATOK 3

TORIosa MUpKs

Tradersosk S

Maogsin/tun
MadeifTvos Refl

Bianoriage sumoram

Hoaed Ta oan

spoGuiRa
Nome aoadiasidy
manutaciired

% HOSEO TO mICUeHaXaAm D1 HA

SMDOBHMLLTEG
Nome gnd locgtorn ol staduction

© ADAQTKORG iLrbopranis
woadditionaiinformation

ByAQHMR HE DIACTORI
Lssgred on the groungz of

3acTynHMK RepisruKe oprany 3 ceprudbiraul

Deputy Head of Certification

03.02.2819

AaTe psoarpautl
Sde

{BE3 NEPERIPKY MPOEKTY MEQUMROTD BUPOBY)
aEwiposasl aprepiamsnore TReRy {nae Ha}

Koun VKT 3R 9018

Gammas Conired, Gamma Plog, Ganowa Senyd, Gamms Semi Plus, Gamma Smart,
Gamma Optima, Gamma Active, Gamma Travel, Gamma Easy, Gamma 3Mi-3,
Gamma MW, Dr.Frel M-100A, Dr.Frei M-200A, DrFrei M-3084, Dr Frei MA00A,
BreFret M-5004, DoFret M-6004, DrFret M-T004, DrFret M-1505, D Fret 32808,
Br.Frei M-110W, Dr.Frei M-120W

TexHivaoro PeryaMenTy MOLo MEeIRTHAX BIPOSIS, JRTRCPINKEHOYO HOCTAHOBOIO
KMY wig 02.10.2013 p. Mo 753, ACTY ENI50 134852018, ACTY EN 60601-1:2015,
JCTY EN 1066-3:2013, HCTY EN 60601-1-2:2013

"Shenzhen Pango Electronie Co., Litd",
No. 28, 1st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Sheazhen, Guangdong, Kuraft

“Shenzhen Pango Blectronic Co., Ltd",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Shenzhen, Guangdong, Kuralt

"Shenzhen Pango Electronic Co., Lid",
No. 25, st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Tovwn, LongGang District, Shenzhien, Guangdong, Kirral

Vyosuonaxenud npeavrasnnx TOR "MEJXAVI CBIC ITMEX™,
49827, . Juinpe, sya. Claecaascsxa Habepeanz, Bya. 53, Vupalaa,
wo gie ariane gosipenocti "Shenzhen Pango Electronie Co., Lid",
No. 25, st Indusiry zone, FengHuang Rd, XiKeng Village, HengGang Town,

LongGang District, Shenzhen, Guangdong, Kural sia 10.07.2018.

aperoxsns spolysere BC YipTRCT AT "VIPMETPTECTCTAHIAPT Nel473-3-2018 sy 00092018,

Nei469-5-2018 six 16112018, Meid71.3-2018 nig 06.05.2018, Nol470-5-2018 sin 06092018,
Nei476-2-2018 sig 05.09.2018, Neld78-2-2018 nig 06.09.2018, Ni474-2-2018 six 08.11.201§,
Ne1477-2-2018 sia 03.11.2018 (arecpgianpeanrad] }x’é}i-iéSS gig 16.08.2018p.) 3nir
Nel 79TV rpTECTS-18 iy 08.10.2018 3 ‘?‘\ﬁgm{s“mﬁp‘i JHOYRPMETPTECTOTANBAPTY
GUESKHE CRCTOME STIpaBing Akktog “«f/'l FY EN IBO 134852015 Havmn wa
CHOTEMOIY YTIDABTHHER SKICTHO 1RO

8ody

%




TOBAPRCTBO 3 OBMENREHOIO BIABNORVIANBHICTIO
«MEIXA¥SI CBIC TMBX»
wox EAPIRQY 35341093
4900, w. [pinpo, pyssies Cinecsasenwa Halepesosa, Gya, 53, vea. (0562) 312210
n/p 2003204314535, AT «OF1T Baurn, MOO 300528

Aexaapanin upo signopinmicrs Ne DV-UA 1.061.018570-19

BupoOuuk, agpeca Ningho Free Trade Zone Tenso Medieal Instruments Co, Lid.
24/F, Huallan Building, 238 Zhongshan East Road, 315000 Ningbo,
Kura#
VHOBHOROKER U TOB «MEAXAYT CBIC I'MBX»
HPEACTARHNK B YKpaiHi, syanus Cisecaascska Habepesara, Sy 53w, Jlainpo, 49027,
ajpeca. Tel., o-mail Yxpaisa, tes. (0362) 31-22-10, email: officed@med-howss.com.ua
Buznave HHs Npoaysuii BHMIPIOREE] apTEPIATRHOPE THCKY!

Gamma 700 K, Gamma 800 K., Onelite M-20

Buyors texsiuHmx Joaaror 1 Texuiuioro persasesty moao MEHHIo Bipobis

periaMenTin (OCHOBHI RHMOTH 10 MEAHYHEY RUPOOIB), 39 TECUIREHOTO
Tocranosoo KMY sig 02.10.2013 p. Ne753

Hpoueaypa Texutanoro Hozgarox 3 Texniwior pernaMeHTy oMo MEAHIHUN BEPODIR

DEFTAMEHTY, T {saleancuenns GYHKUIOHYBRHAS KOMDIEKOHOT CHOTEMU YIpaBaitHA

KICTOCORYETLCH sxieTio), aareepakesoro Hoerasorow KMY iz 02.10.2013 e

No733

Kage Seanexa { ‘

Hazpa, aapeca ma Hopue uafyenysauns:

teHTugisaiiivei Kog v AEPHKABHE THNPHEMCTRO «BRCEYKPATHCHKHA

| PRECTPL NPHIBANEHAX JEPKABHMIA HAYKOB (}*BL-ii}f\“}ﬁ%@i}r’?l{%ﬁ LEHT?
OPTAHIR Oprany 3 Giinky CTAHOAPTVBALL METPOJIONH, CEPTHOIKALIT TA

BUIORIMHOCTE, HI0 TPOBIR i IAXKCTY TIPAR CNOKHBAYIBY
APOHERYPY OUiHKH ' Cropouene safiMenypannm
RIATORLHOCT AR YKPMETPTECTCTAHJIAP T

03143, m, Kuis, By, Merposoriyna, 6y, 4
HOMEpP RpREateHoro oprawy UA TR.001

Jasea gpo BlAnesi LT, Bianosinae aMOoras:
TexHigHOrO PCINaMEnTy 080 MeIUUHIN. BRPOOIE, 3aTBEpAKeHOrD
nocrapopoie KMY sig 02,10.2013 p. Ne 733, TTCTV £N 150 81060~

1;2013
Hosrud ta wiTkuil nepenix JCTY EN 180 81060-1:2015
CTABAAPTIS A
i Harara micne maiasuy 14.03.2019 p.. Vepaiug
Asknapauii npo
BianORiANICTS
Ofwmexenny uptnoeti Crpox qif gesnapanif npo sigoosianiors 2o 31,12.2030 p.
ackaapaxif apo ey

BELATIOBLIMICTS

{lianyc, npissie 18 nocaga Turapesxo H.B.

YROBHOBAKEHO __j;}‘é’;-i




TOBAPUCTBO 3 OBMEXKEHOID BUTIOBIIAABHICTIO

MEIXAYE CBIC TMEX»
wox CIIPTIOV 35341093

48037, M. ﬂmupo sy Claecranchra Halepesasy, 8yy. 53,
4535 AT «OTTE Bass, MO 300528,
SIOV631T, cp-no Ne 2D0118015

C'ii*ii(}\’ 33341093 ITTH 383

Hewxspauia mpo sizneniamicts M DV-UATR001.0753.36.80919-21

Bupolbnuk, agpeca

"Shenzhen Pango Medical Electronies Co, L1d", No 25, 1st Industry rone, Fenghoang
road, Xikeng Village, Henggang Town, imgszang District, Sheazhen City,
(uangdong Proviges, $I811S, Kuraf

Viosgosameaul
HPEHCTAREHK B YKpain,
anpeca, TCIL, e~mail

TOB «MEAXAY3 CBIC T'MBX»
sy Civeanascbka HaGepomas, Sy 53, v Hiinpo, 49027, Vipalis, ten.
{3562) 31-22-10, email: office@med-house com.ua

Buapauenys upoaykii

Bawmiptosayl apreplagstoro tacky, TM “Gamma™, moxext: Control, Plus, Sewy,
Semi Plus, Smart, Optima, Ai'ﬁv{ Travel, Easy, M1-3, MI-W.
Indpavepromt nodal repmoMerpy THM “Promedica” smesss IRT,
Bumiptonastd apreplaibHore THOKY aBTOMATHYRI
T™ “Promedica™, smomeni: Superb, Classie, Expert, Bangls.
BrWipopad] aprepiaibHore THOKY HRINBESTOMATHIR
TM “Promodica”™ monesb: Assish
Fanacui 4aCTHEN RO RUMIDIOBEIS apreplansrors taoky, T™ “Promedica™
samwrern: 22-42 oy, 22-32 oM, 13,5 18,5 om, 3 ermnyean 50 MRHKeTH,
romupecopr DC 6V SPMR462, enerxrpomavniti wranany DQFI-3CDC 3V

BRMOTH TeXHIMREY
DErTaMEHTIR

Hoxarox 1 Texshagoro periaMenTy TIoA0 MEEus sapobis (ooHosrl BEMOTY A0
Meagunsy sapoebis), sarseppresors Hocraposowe KMY min 02.10.2013 p. Ne753

Tpougnypa Texuignoro
PETTAMENTY, RO
2ACTOCORYETHON

Honarox 3 Tesuiunoro peramesTy HOLo Merymx supodis (3alesmetenns
HVHKLIOHYBARS XOMIUICKCHOT CROTEME VIIPaRAiHES ARICR0), 30TBEPIHKSHOTD
{Tocranoporo KMY 8ig 02.10.2013 p. No¥53

Hrac Oesmory

ia

Hasea, aapecs T8
ienrmikaniinni Kog y
PeeCEi HPUIHAUCHUR
OprasiE GRUrARY 3 OHIEKY
BIATORLWMOUT, IO IPOBIR
HPOLENYPY it
BIMOBLAHOUT

TToguc HafiMeRYRANHS,

JIEPXABHE ITIITPHEMCTBO «BCEVKPATHCHKUM JIRPKARHMI
HAVKORO-BHPOBHHUHN HEHTP CTAHAAPTHIALT, METPOIOTTH,
CEPTHOIKAI TA SAXHCTY TTPAB CHOXHBAUIBE»
Cropovene naliMenyBanys
A «YKPMETPTECTCTAHIAP T
03143, » Kuis, syr. Metponoriuna, 6y 4;

Hosep uprnagenore oprany UA TR.001

Jasry Upe BIANOBINHIVTS

RUTOBigae BEMOran:

TexXHITHOrO PEIHAMENTY MONOG MEIHYHAX BHPOOIH, S8TRERIHKEHOTO NOCTARDROIO
KMY 8in 02102013 p. Ne 753, HOTY BN 60601-1:2018, HCTVY EN 60801-1-
113015, JCTV ENISO 10993-1:201 5, JUTY EN SO 1093.5.2015, ICTY BN
ISG IN803-10:2015, BUTY BN A0601-1-2:2018,;

JCTY BN 60601-1:201 i f}{?}f‘f EN 60601-1-11:2018, JICTY EN 60601-2-30:20135,
ACTY ENAISO 10993-1:2015, CTY EN ISO 10993-5:2013, ACTY BN 180 10993-
20.2{)35,,1& TV EN 60601-1-2:2018

Hopua® va witkui
TISPEIIK CTRHIAPTIS

qm‘y EN 60601-1
£:2015, TCTY EN IS0 10993-5

H 2()15,;}L13 EN 60601-1-11: 2{}15 JECTY EN ISO 10893~
5:2015, ACTY EN IS0 10993-10:2015, ACTY EN
60601-1-2:2018;

AUTY BN 60601-1-1 12015, JICTY EN 60601-2-30:2015,
JCTY EN iS{F EG‘J‘} -5 2015  ACTY BN IS0 10993-

ACTVY EN 60601-1:2015
JACTY BN ISO 109931 2&’}'

Hara ta wicue Hagguus
aexmapanil Ipo
BUTOB THICTE

OOMeKEHES WHHEoCTI
Aekaapauii npo
RISHOBLIHICTS

iy, npizsume ta
TIGCEAR YHOBHOBAKEROT
ocobu

Kocrorpss /1. B.
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CEPTU®IKAT BIAMOBIIHOCTI
CERTIFICATE OF CONFORMITY
B-!-zé;-igzmsaui APTEpIASLHONS THOKY

{xase L3 dyuruico symipwsannn)
Koz VKT 3E) 2018

Gamma 700 K, Gunms 800 K, Onelife M-28

Texnignors PeriaMenTy WMOK0 MeREX supodis, 1aTRepanenoro nocraroroe KMY
8in 02.10.2013p. Ne 753 B uactwst §yssdi siviprosanss, TV EN SO 8108013018

“Ningbo Free Trade Zone Tenso Mediesd i’nsiramems Co., LAY,
24/¥, Hualian Building, Y38 Zhongshan East Road, 315000 Ningha, Kurai

"Ningho Free Trade Zone Tenso Medical Instruments Co., Lid.”,
24/F, Hualinn Building, 238 Zhongshar Bast Road, 315000 Ningbo, Kuran

“Ningbo Free Trade Zone Tenso Medical Instroments Co., Lid.”,
24/F, Hualian Building, 238 Zhongshan East Read, 315000 Ningho, Kuralkt

Yrosgopaxensll npescrasnur TOB "MEJINAY3I CBIC I'MBX®, 49027, w. Jninpo,
wy&, Tivecnancrxa Hadepowna, 6va, 53, ¥xpaina, wo aie srigus gosipeHocti
“Ningbe Free Trade Zone Teme Medical Instriamens Co., L1d.", 24/F, Hoalan Building,
238 Zhongshan East Road, 313000 Ningbo. Ksivalf six 10.07.2018.

npotoxonie puapodyeans BC VrpTECT A1 "YKPMETRTECTCTAHJAAFTY
Nel1434-2-3018 sin 05,1 L2018 Spin 03.11.2018 (arvecrar
akpearranil N3 He3S 8 BIFTE-19 Bl 22,02 2018
{arectar axpennTanly

(OA QTR BY
igrigng! int

B.A.Fuaep

JACTYNHMK KepiBNKKG Dprany 3 cepryudik Y
y ¥.D.Ryrryer

Deputy Mead of Cerfification 8ody

AaTa pussISa 06.03.2819%

TAVEE SadA B sl
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AT VKB AIRTOTECTO TA M A ARY
N BT AT B NN 3 & R & ]
QY VR FR NI T HAANTY

THIOBAHHS BUITOBLIHOCTI
CONFORMITY ASSESSMENT CERTIFICATE
HINHOBMTR JAREINMEVEHNA RROQTE

TEXHIUHKE PEMMAMEHT WOND MEAVHHAX BUROEE, HOJATOK 3
{SEQ NEPEBIPKY NPOERTY MEQUYHOTD BHPQEY)

aumipoRay aprepiwrsRors YReRY (aac Ha}d

Fog VKT IEIL 98

Gemmg Contred, Gawmmz Plos, Ganona Sowd, Gamma Semi Phas, Gamma Smard,
Gamma Optima, Gagme Active, Ganvmn Travel, Gamma Fasy, Gamma MU-J
Gamma MI-W, Dr.Fret ¥M-1004, Dr.Frei M-308A, Dr.Frei M-3084, DrFrei M-4004,
BrFrel M-S004, D Fra ML6004, Dr.Fred BE-THIA, De Fra B-150%, D Frei M-2805,
Dy, Frel M-110W, Dr.Frei M 120W

TeXHIHOrY PRIHMEHTY HWIOA0 MEIRYHEX BHPOOISR, 33TREDIDKCHOTO HOCTINOBOIO
KMV pin 02182013 p. Ne 783, JUTY ENISO 13485205, JOCTV EN 6060113015,
ACTY EN 1060-3:200 8, JOTY EM a0s01-1-2:2013

“Skenzhen Pango Elgetronic Co., L4447,

Moo 28, Ist Indusivy sone, FengHuang R, XiKeng Village,

HengGang Town, LongGang District, Shenzhen, Guangdong, Kuradt

“Shenzhes Pango Electronie Co,, Lid",
No. 25, st Iudustry zone, FeagHuang Rd, XiKeng Village,
HengGang Town, LongQang District;, Shoeuzhen, Guangdong, Kavali

"Shenzhen Pange Eleetronie Co., L1d",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Villags,
HengGang Toven, LongGang District, Shenzhen, Guangdonyg, Kurail

aacrasndg TOR "MEIXAYI CBIC VMEXS,
49027, 0. Huiope, sy Classaascrrn Halopeaoas, Sva. 53, Yupaing
1w gie sriano gonipesors! "Shenzhen Pango Blestronie Co.., Lid™,
No. 23, st industry zone, Fenghiuang Rd, XiKeng Villags: HengGang Tows,

LongQuog District, Shepzhen, Ouangdong, Kava®k s 10072018,

fporoxcs wRpoiysere BC VipTECT I " VEPMETPIECTCTARIAPT® Ni473-5-2018 sy
No1469-3-2018 npix (6112018, Kei4?1.5:3018 sig 00092018, §el470-5-2018 sin {
Nel476-2-2018 piz 05.09.2018, M i4782.3018 »iy 06.09.2018, &
Neld77-2-2018 »ia 08.11.2018 (aresy MEZHE3E wly 16.08.2018p) Iniv
Nl TOTYrpTECTS-18 sy 08, HL2018 508 actipl JHT "WRPMETPT UAL
UL CRCICMU YOIPEBIES ARBIH 3 z’:IIC. AV OEN RO 13685:3013, Harasa sa
CHETENOIC VDARTEHA AKITR SRR SHHES HPOIDRMRIT TENEIHOTG HUDTUDY,

N
$

Vyosuopamenmll o

SRI82018,
NI,

SOOI

3OCTYNHMK LepIBHNKS OPrany 3 ceptHaino il
Depuly Head of Cerlificgiion Body

B.A. Pusmep
V. D Rymar

LT SR "ELJ\:\ 3
,{:104\4 [s2:2 ed e el 95»82!,2@}1%
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TOBAPUCTBO 3 OBMEXKEHOIO BIIOBLIAJRBHICTIO

«MEJAXAY3 CBIC F'MBX»
won CAPTIOY 35341893

49027, v. Autnpo, syn. Claecrascexa HaGepexaa, Byg. 53,

IBAN: LA 423003280000026003204314535 AT «OTII Bawion, M@0 300528,

CAPIIOY 35341093 HIH 353410804631, cn-no Ne 200118015

Jexurapanis npo signopianicts Ne DV-UATR.001.6753.30.00919-21

BupoOnuk, agpeca

"Shenzhen Pango Medical Electronics Co., Ltd", No 25,1st Industry zone, Fenghuang
road, Xikeng Village, Henggang Town, Longgang District, Shenzhen City,
Guangdong Province, 518115, Kurai

VioBaopaseHRH
NPEICTABREK B YKpaiai,
azpeca, Tei., e-mail

TOB «MEJIXAY3 CBIC I'MbBX»
symiis Civecnrasebka Habepesxsa, Sy 53, M. Huiopo, 49027, Yipaiua, Ten.

Bussauesns opoayxiii

Bamiprosayl apreplamssoro rrcky, TM “Gamma”, mogeni: Control, Plus, Semy,
Semi Plus, Smart, Optima, Active, Travel, Easy, M1-3, MI-W.
Indipasepront nobul repmomerpr TM “Promedica” soness: IRT.
Bauiprosati apTepianbHOTO THOKY S8TOMITHYIHI
T™ “Promedica”, soxeni: Superb, Classic, Expert, Bangle.
BrMiptosadi apTeplaibHore THORY HAIHBEBTOMATHYHI
T™ “Promedica”™ Monesns: Assist.

JanacHi YACTHHE KO BUMIPIOBadin apreplansiore THery, TM “Promedica™
MaMKeTH: 22-42 oM, 22-32 oM, 13,5~ 19,5 oM, 3" eanysan 10 MaHKETH,
xomipecopr DC 6V SPM2462, enexrpomariiTai wrattaan DQFI-3CDC 3V

Brmoryg rexaianug
PErTaMEHTIR

Homarox 1 Texuiugoro periiaMesTy HIOA0 MEIRIREX BHpobIs (OCHOBRI BEMOIH X0
MeEMK pupobiB), sareepxenoro Hocranosoro KMV uin 02.10.2013 p. Ne753

Tpouenypa Texaivuoro
PETHAMEHTY, IO
3ACTOCORYETHOH

Honmarox 3 Texnigroro perzaMeHTy MO0 MeaRyHuX Bupodis (3alesueuenig
DYHKLIOHYBAHHS KOMIUICKCHOT CHCTEMH YIPABHIHES SKICTIO), 38TRCPIDKEHOTD
Tocranosowe KMY gin 02.10.2013 p. Ne753

Kuac Gesuexu

{Ia

Hassa, agpeca ta
inesradikamiinmi xog y
peccTpl IPH3HATCHIX
Oprasgig opragy 3 OUiHKY
BLANOBLIHOCT, IO IPOBIR
HPOUERYPY ORitKH
BignosinHoCT

Tlogue naliiMeHyRAHHS:

JEEPKABHE TIIITPHEMCTBO «BCEVKPATHCHKUN IEPKABHIH
HAYKOBO-BHPOBHWYWH LIEHTP CTARJAPTHIALY, METPOHOT,
CEPTHOIKAI TA 3AXHCTY TIPAB CTIOXKVBAYIB»
Cropotene HaliMEHYBRHHN
T «YKPMETPTECTCTAHHAP T
03143, m. Kuis, syn, Metponorinaa, 6y 4;

HoMep npusnagernoroe oprany UA. TR.0O01

3asra PO BLANOBIAHICTS

Binnosigae BUMOras:

TeXBMHOre periaMenTy MO0 MeIHIHIX BUpoSin, 3aTRePIHKEHON0 HOCTAHOBOK
KMV sig 02.10.2013 p. Ne 753, HCTY EN 60601-1:2015, JCTVY EN 60601-1-
12015, ACTY EN IS0 10993-1:201 5, ACTY EN 180 10993-5:2015, ACTY EN
IS0 10993-10:2015, ZCTY EN 60601-1-2:2018;

JACTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, ICTY EN 60601-2-30:2015,
ACTY ENISO 10993-1:2015, HCTY EN ISO 10993-5:2015, HCTY EN IS0 10993-
10:2015, JCTY EN 606D1-1-2:2018

Tlopruit Ta giTkuit
HEePEK CTaHIAPTIR

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, HCTY EN ISO 10993~
12018, ZCTY EN ISO 10993-5:2015, ACTY EN ISO 10993-10:2015, ACTV EN
60601-1-2:2018:

JCTY EN 60601-1:2015, ACTY EN 60601-1-11:2015, JICTY EN 60601-2-30:2015,
JICTY EN ISO 10993-1:2015, JACTY EN SO 10993-5:2015, ACTY BN ISO 10993-
; T3UICTY EN 60601-1-2:2018

Hara ta mMicue Hagauus
aexmapanii npo
BigrosiHicTs

"~ 06.08.2021 p., Yxpaiua

O6MexKeRHS YHHHOCTI
Jexaapagii npo
BLIIOBIAHICTE

iznuc, npisswime ta
TIOCH71a YIIOBHOBAKEHOL
ocobn

Kocrorpusz [ B,
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&) CEPTH®IKAT OL[IHIOBAH
/' CONFORMITY ASSESSMENT CERTIFICATE

(b Belskalas

..........................................

H$I BJTNOBIHOCTI

Ry

HINTKOBMTE SABEINEYEHHA RKOCTH

TEXHIYHWR PEMAMEHT OO0 MEQWMHAX BUPOBIB, BOHATOK 3

TORIosa MUpKs

Tradersosk S

Maogsin/tun
MadeifTvos Refl

Bianoriage sumoram

Hoaed Ta oan

spoGuiRa
Nome aoadiasidy
manutaciired

% HOSEO TO mICUeHaXaAm D1 HA

SMDOBHMLLTEG
Nome gnd locgtorn ol staduction

© ADAQTKORG iLrbopranis
woadditionaiinformation

ByAQHMR HE DIACTORI
Lssgred on the groungz of

3acTynHMK RepisruKe oprany 3 ceprudbiraul

Deputy Head of Certification

03.02.2819

AaTe psoarpautl
Sde

{BE3 NEPERIPKY MPOEKTY MEQUMROTD BUPOBY)
aEwiposasl aprepiamsnore TReRy {nae Ha}

Koun VKT 3R 9018

Gammas Conired, Gamma Plog, Ganowa Senyd, Gamms Semi Plus, Gamma Smart,
Gamma Optima, Gamma Active, Gamma Travel, Gamma Easy, Gamma 3Mi-3,
Gamma MW, Dr.Frel M-100A, Dr.Frei M-200A, DrFrei M-3084, Dr Frei MA00A,
BreFret M-5004, DoFret M-6004, DrFret M-T004, DrFret M-1505, D Fret 32808,
Br.Frei M-110W, Dr.Frei M-120W

TexHivaoro PeryaMenTy MOLo MEeIRTHAX BIPOSIS, JRTRCPINKEHOYO HOCTAHOBOIO
KMY wig 02.10.2013 p. Mo 753, ACTY ENI50 134852018, ACTY EN 60601-1:2015,
JCTY EN 1066-3:2013, HCTY EN 60601-1-2:2013

"Shenzhen Pango Electronie Co., Litd",
No. 28, 1st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Sheazhen, Guangdong, Kuraft

“Shenzhen Pango Blectronic Co., Ltd",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Village,
HengGang Town, LongGang District, Shenzhen, Guangdong, Kuralt

"Shenzhen Pango Electronic Co., Lid",
No. 25, st Industry zone, FengHuang Rd, XiKeng Village,
HengGang Tovwn, LongGang District, Shenzhien, Guangdong, Kirral

Vyosuonaxenud npeavrasnnx TOR "MEJXAVI CBIC ITMEX™,
49827, . Juinpe, sya. Claecaascsxa Habepeanz, Bya. 53, Vupalaa,
wo gie ariane gosipenocti "Shenzhen Pango Electronie Co., Lid",
No. 25, st Indusiry zone, FengHuang Rd, XiKeng Village, HengGang Town,

LongGang District, Shenzhen, Guangdong, Kural sia 10.07.2018.

aperoxsns spolysere BC YipTRCT AT "VIPMETPTECTCTAHIAPT Nel473-3-2018 sy 00092018,

Nei469-5-2018 six 16112018, Meid71.3-2018 nig 06.05.2018, Nol470-5-2018 sin 06092018,
Nei476-2-2018 sig 05.09.2018, Neld78-2-2018 nig 06.09.2018, Ni474-2-2018 six 08.11.201§,
Ne1477-2-2018 sia 03.11.2018 (arecpgianpeanrad] }x’é}i-iéSS gig 16.08.2018p.) 3nir
Nel 79TV rpTECTS-18 iy 08.10.2018 3 ‘?‘\ﬁgm{s“mﬁp‘i JHOYRPMETPTECTOTANBAPTY
GUESKHE CRCTOME STIpaBing Akktog “«f/'l FY EN IBO 134852015 Havmn wa
CHOTEMOIY YTIDABTHHER SKICTHO 1RO

8ody

%




TOBAPRCTBO 3 OBMENREHOIO BIABNORVIANBHICTIO
«MEIXA¥SI CBIC TMBX»
wox EAPIRQY 35341093
4900, w. [pinpo, pyssies Cinecsasenwa Halepesosa, Gya, 53, vea. (0562) 312210
n/p 2003204314535, AT «OF1T Baurn, MOO 300528

Aexaapanin upo signopinmicrs Ne DV-UA 1.061.018570-19

BupoOuuk, agpeca Ningho Free Trade Zone Tenso Medieal Instruments Co, Lid.
24/F, Huallan Building, 238 Zhongshan East Road, 315000 Ningbo,
Kura#
VHOBHOROKER U TOB «MEAXAYT CBIC I'MBX»
HPEACTARHNK B YKpaiHi, syanus Cisecaascska Habepesara, Sy 53w, Jlainpo, 49027,
ajpeca. Tel., o-mail Yxpaisa, tes. (0362) 31-22-10, email: officed@med-howss.com.ua
Buznave HHs Npoaysuii BHMIPIOREE] apTEPIATRHOPE THCKY!

Gamma 700 K, Gamma 800 K., Onelite M-20

Buyors texsiuHmx Joaaror 1 Texuiuioro persasesty moao MEHHIo Bipobis

periaMenTin (OCHOBHI RHMOTH 10 MEAHYHEY RUPOOIB), 39 TECUIREHOTO
Tocranosoo KMY sig 02.10.2013 p. Ne753

Hpoueaypa Texutanoro Hozgarox 3 Texniwior pernaMeHTy oMo MEAHIHUN BEPODIR

DEFTAMEHTY, T {saleancuenns GYHKUIOHYBRHAS KOMDIEKOHOT CHOTEMU YIpaBaitHA

KICTOCORYETLCH sxieTio), aareepakesoro Hoerasorow KMY iz 02.10.2013 e

No733

Kage Seanexa { ‘

Hazpa, aapeca ma Hopue uafyenysauns:

teHTugisaiiivei Kog v AEPHKABHE THNPHEMCTRO «BRCEYKPATHCHKHA

| PRECTPL NPHIBANEHAX JEPKABHMIA HAYKOB (}*BL-ii}f\“}ﬁ%@i}r’?l{%ﬁ LEHT?
OPTAHIR Oprany 3 Giinky CTAHOAPTVBALL METPOJIONH, CEPTHOIKALIT TA

BUIORIMHOCTE, HI0 TPOBIR i IAXKCTY TIPAR CNOKHBAYIBY
APOHERYPY OUiHKH ' Cropouene safiMenypannm
RIATORLHOCT AR YKPMETPTECTCTAHJIAP T

03143, m, Kuis, By, Merposoriyna, 6y, 4
HOMEpP RpREateHoro oprawy UA TR.001

Jasea gpo BlAnesi LT, Bianosinae aMOoras:
TexHigHOrO PCINaMEnTy 080 MeIUUHIN. BRPOOIE, 3aTBEpAKeHOrD
nocrapopoie KMY sig 02,10.2013 p. Ne 733, TTCTV £N 150 81060~

1;2013
Hosrud ta wiTkuil nepenix JCTY EN 180 81060-1:2015
CTABAAPTIS A
i Harara micne maiasuy 14.03.2019 p.. Vepaiug
Asknapauii npo
BianORiANICTS
Ofwmexenny uptnoeti Crpox qif gesnapanif npo sigoosianiors 2o 31,12.2030 p.
ackaapaxif apo ey

BELATIOBLIMICTS

{lianyc, npissie 18 nocaga Turapesxo H.B.

YROBHOBAKEHO __j;}‘é’;-i




TOBAPUCTBO 3 OBMEXKEHOID BUTIOBIIAABHICTIO

MEIXAYE CBIC TMEX»
wox CIIPTIOV 35341093

48037, M. ﬂmupo sy Claecranchra Halepesasy, 8yy. 53,
4535 AT «OTTE Bass, MO 300528,
SIOV631T, cp-no Ne 2D0118015

C'ii*ii(}\’ 33341093 ITTH 383

Hewxspauia mpo sizneniamicts M DV-UATR001.0753.36.80919-21

Bupolbnuk, agpeca

"Shenzhen Pango Medical Electronies Co, L1d", No 25, 1st Industry rone, Fenghoang
road, Xikeng Village, Henggang Town, imgszang District, Sheazhen City,
(uangdong Proviges, $I811S, Kuraf

Viosgosameaul
HPEHCTAREHK B YKpain,
anpeca, TCIL, e~mail

TOB «MEAXAY3 CBIC T'MBX»
sy Civeanascbka HaGepomas, Sy 53, v Hiinpo, 49027, Vipalis, ten.
{3562) 31-22-10, email: office@med-house com.ua

Buapauenys upoaykii

Bawmiptosayl apreplagstoro tacky, TM “Gamma™, moxext: Control, Plus, Sewy,
Semi Plus, Smart, Optima, Ai'ﬁv{ Travel, Easy, M1-3, MI-W.
Indpavepromt nodal repmoMerpy THM “Promedica” smesss IRT,
Bumiptonastd apreplaibHore THOKY aBTOMATHYRI
T™ “Promedica™, smomeni: Superb, Classie, Expert, Bangls.
BrWipopad] aprepiaibHore THOKY HRINBESTOMATHIR
TM “Promodica”™ monesb: Assish
Fanacui 4aCTHEN RO RUMIDIOBEIS apreplansrors taoky, T™ “Promedica™
samwrern: 22-42 oy, 22-32 oM, 13,5 18,5 om, 3 ermnyean 50 MRHKeTH,
romupecopr DC 6V SPMR462, enerxrpomavniti wranany DQFI-3CDC 3V

BRMOTH TeXHIMREY
DErTaMEHTIR

Hoxarox 1 Texshagoro periaMenTy TIoA0 MEEus sapobis (ooHosrl BEMOTY A0
Meagunsy sapoebis), sarseppresors Hocraposowe KMY min 02.10.2013 p. Ne753

Tpougnypa Texuignoro
PETTAMENTY, RO
2ACTOCORYETHON

Honarox 3 Tesuiunoro peramesTy HOLo Merymx supodis (3alesmetenns
HVHKLIOHYBARS XOMIUICKCHOT CROTEME VIIPaRAiHES ARICR0), 30TBEPIHKSHOTD
{Tocranoporo KMY 8ig 02.10.2013 p. No¥53

Hrac Oesmory

ia

Hasea, aapecs T8
ienrmikaniinni Kog y
PeeCEi HPUIHAUCHUR
OprasiE GRUrARY 3 OHIEKY
BIATORLWMOUT, IO IPOBIR
HPOLENYPY it
BIMOBLAHOUT

TToguc HafiMeRYRANHS,

JIEPXABHE ITIITPHEMCTBO «BCEVKPATHCHKUM JIRPKARHMI
HAVKORO-BHPOBHHUHN HEHTP CTAHAAPTHIALT, METPOIOTTH,
CEPTHOIKAI TA SAXHCTY TTPAB CHOXHBAUIBE»
Cropovene naliMenyBanys
A «YKPMETPTECTCTAHIAP T
03143, » Kuis, syr. Metponoriuna, 6y 4;

Hosep uprnagenore oprany UA TR.001

Jasry Upe BIANOBINHIVTS

RUTOBigae BEMOran:

TexXHITHOrO PEIHAMENTY MONOG MEIHYHAX BHPOOIH, S8TRERIHKEHOTO NOCTARDROIO
KMY 8in 02102013 p. Ne 753, HOTY BN 60601-1:2018, HCTVY EN 60801-1-
113015, JCTV ENISO 10993-1:201 5, JUTY EN SO 1093.5.2015, ICTY BN
ISG IN803-10:2015, BUTY BN A0601-1-2:2018,;

JCTY BN 60601-1:201 i f}{?}f‘f EN 60601-1-11:2018, JICTY EN 60601-2-30:20135,
ACTY ENAISO 10993-1:2015, CTY EN ISO 10993-5:2013, ACTY BN 180 10993-
20.2{)35,,1& TV EN 60601-1-2:2018

Hopua® va witkui
TISPEIIK CTRHIAPTIS

qm‘y EN 60601-1
£:2015, TCTY EN IS0 10993-5

H 2()15,;}L13 EN 60601-1-11: 2{}15 JECTY EN ISO 10893~
5:2015, ACTY EN IS0 10993-10:2015, ACTY EN
60601-1-2:2018;

AUTY BN 60601-1-1 12015, JICTY EN 60601-2-30:2015,
JCTY EN iS{F EG‘J‘} -5 2015  ACTY BN IS0 10993-

ACTVY EN 60601-1:2015
JACTY BN ISO 109931 2&’}'

Hara ta wicue Hagguus
aexmapanil Ipo
BUTOB THICTE

OOMeKEHES WHHEoCTI
Aekaapauii npo
RISHOBLIHICTS

iy, npizsume ta
TIGCEAR YHOBHOBAKEROT
ocobu

Kocrorpss /1. B.
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CEPTU®IKAT BIAMOBIIHOCTI
CERTIFICATE OF CONFORMITY
B-!-zé;-igzmsaui APTEpIASLHONS THOKY

{xase L3 dyuruico symipwsannn)
Koz VKT 3E) 2018

Gamma 700 K, Gunms 800 K, Onelife M-28

Texnignors PeriaMenTy WMOK0 MeREX supodis, 1aTRepanenoro nocraroroe KMY
8in 02.10.2013p. Ne 753 B uactwst §yssdi siviprosanss, TV EN SO 8108013018

“Ningbo Free Trade Zone Tenso Mediesd i’nsiramems Co., LAY,
24/¥, Hualian Building, Y38 Zhongshan East Road, 315000 Ningha, Kurai

"Ningho Free Trade Zone Tenso Medical Instruments Co., Lid.”,
24/F, Hualinn Building, 238 Zhongshar Bast Road, 315000 Ningbo, Kuran

“Ningbo Free Trade Zone Tenso Medical Instroments Co., Lid.”,
24/F, Hualian Building, 238 Zhongshan East Read, 315000 Ningho, Kuralkt

Yrosgopaxensll npescrasnur TOB "MEJINAY3I CBIC I'MBX®, 49027, w. Jninpo,
wy&, Tivecnancrxa Hadepowna, 6va, 53, ¥xpaina, wo aie srigus gosipeHocti
“Ningbe Free Trade Zone Teme Medical Instriamens Co., L1d.", 24/F, Hoalan Building,
238 Zhongshan East Road, 313000 Ningbo. Ksivalf six 10.07.2018.

npotoxonie puapodyeans BC VrpTECT A1 "YKPMETRTECTCTAHJAAFTY
Nel1434-2-3018 sin 05,1 L2018 Spin 03.11.2018 (arvecrar
akpearranil N3 He3S 8 BIFTE-19 Bl 22,02 2018
{arectar axpennTanly

(OA QTR BY
igrigng! int

B.A.Fuaep

JACTYNHMK KepiBNKKG Dprany 3 cepryudik Y
y ¥.D.Ryrryer

Deputy Mead of Cerfification 8ody

AaTa pussISa 06.03.2819%

TAVEE SadA B sl
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THIOBAHHS BUITOBLIHOCTI
CONFORMITY ASSESSMENT CERTIFICATE
HINHOBMTR JAREINMEVEHNA RROQTE

TEXHIUHKE PEMMAMEHT WOND MEAVHHAX BUROEE, HOJATOK 3
{SEQ NEPEBIPKY NPOERTY MEQUYHOTD BHPQEY)

aumipoRay aprepiwrsRors YReRY (aac Ha}d

Fog VKT IEIL 98

Gemmg Contred, Gawmmz Plos, Ganona Sowd, Gamma Semi Phas, Gamma Smard,
Gamma Optima, Gagme Active, Ganvmn Travel, Gamma Fasy, Gamma MU-J
Gamma MI-W, Dr.Fret ¥M-1004, Dr.Frei M-308A, Dr.Frei M-3084, DrFrei M-4004,
BrFrel M-S004, D Fra ML6004, Dr.Fred BE-THIA, De Fra B-150%, D Frei M-2805,
Dy, Frel M-110W, Dr.Frei M 120W

TeXHIHOrY PRIHMEHTY HWIOA0 MEIRYHEX BHPOOISR, 33TREDIDKCHOTO HOCTINOBOIO
KMV pin 02182013 p. Ne 783, JUTY ENISO 13485205, JOCTV EN 6060113015,
ACTY EN 1060-3:200 8, JOTY EM a0s01-1-2:2013

“Skenzhen Pango Elgetronic Co., L4447,

Moo 28, Ist Indusivy sone, FengHuang R, XiKeng Village,

HengGang Town, LongGang District, Shenzhen, Guangdong, Kuradt

“Shenzhes Pango Electronie Co,, Lid",
No. 25, st Iudustry zone, FeagHuang Rd, XiKeng Village,
HengGang Town, LongQang District;, Shoeuzhen, Guangdong, Kavali

"Shenzhen Pange Eleetronie Co., L1d",
No. 28, Ist Industry zone, FengHuang Rd, XiKeng Villags,
HengGang Toven, LongGang District, Shenzhen, Guangdonyg, Kurail

aacrasndg TOR "MEIXAYI CBIC VMEXS,
49027, 0. Huiope, sy Classaascrrn Halopeaoas, Sva. 53, Yupaing
1w gie sriano gonipesors! "Shenzhen Pango Blestronie Co.., Lid™,
No. 23, st industry zone, Fenghiuang Rd, XiKeng Villags: HengGang Tows,

LongQuog District, Shepzhen, Ouangdong, Kava®k s 10072018,

fporoxcs wRpoiysere BC VipTECT I " VEPMETPIECTCTARIAPT® Ni473-5-2018 sy
No1469-3-2018 npix (6112018, Kei4?1.5:3018 sig 00092018, §el470-5-2018 sin {
Nel476-2-2018 piz 05.09.2018, M i4782.3018 »iy 06.09.2018, &
Neld77-2-2018 »ia 08.11.2018 (aresy MEZHE3E wly 16.08.2018p) Iniv
Nl TOTYrpTECTS-18 sy 08, HL2018 508 actipl JHT "WRPMETPT UAL
UL CRCICMU YOIPEBIES ARBIH 3 z’:IIC. AV OEN RO 13685:3013, Harasa sa
CHETENOIC VDARTEHA AKITR SRR SHHES HPOIDRMRIT TENEIHOTG HUDTUDY,

N
$

Vyosuopamenmll o

SRI82018,
NI,

SOOI

3OCTYNHMK LepIBHNKS OPrany 3 ceptHaino il
Depuly Head of Cerlificgiion Body

B.A. Pusmep
V. D Rymar
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