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KoMnaHus
Little Doctor International (S) Pte. Ltd.
ocHoBaHa B Pecnybnuke CuHranyp B 1986 .

cnonb3ysa cBoe cTpaTternyeckoe
MECTOMOJIOXEHNE U MHOIOTETHUIN OMbIT
paboTbl, KOMMNAaHUS BbICTpOMIA TECHbIE
NPON3BOACTBEHHbIE U KOMMepYecKue
CBSA3UM C BeayLWwMMy nponssognuTtensamm
cTpaH KOro-BocTtouHon Asuu.
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MegnumnHcKaa TeXHUKa

Mpoaykumna dabpuky ycnewHo npoaaeTcs
B 90 cTpaHax no BCeMY MUpY.
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Bcero noa mapkoun LD
nponssoanTcsa 6onee 40 moaenen
MeANLMNHCKON TEXHUKMN.

OCHOBHbIe HanpaB/lIeHUS:

— 2JIEKTPOHHbIE TOHOMETPHI,

— UHransaTops.bl,

— MeéxXaHu4yeckmne TOHOMeTpblI,
— CTEeTOCKOMHbI,
— uppuraTopesl,
— TEpMOMETpbI.
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Begywume coTpygHuUKu
KOMMaHUN UMeET AUNNIOMbI
cTapenmnx n cambix
NPECTUXHbIX BbICLUNX YYEbOHbIX
3aBegeHnn B Kutae:

— dyaaHbCKOro YHUBEPCUTETA,

— Hay4HoO-TexXHMn4eckoro
YHUBepcUTeTa B HYXKoL34H,

— TAHBU3UHbLCKOIO
YHUBEpCUTETA.
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bonee 50 nHXxXeHepoB
KOMMaHWUM 3aHUMAOTCS
pPa3paboTKOM HOBbIX
MoJeNlen N NMoBbllLEeHNEM
KayecTBa NpoayKLUUN.

Ha ¢pabpunke opraHmn3oBaH
CTPOXXauLWKMUN KOHTPOJIb
KayecTBa:

— 3-X KpaTHbIN
NPOMEXYTOUYHbIA KOHTPOJIb;

— BblI6bOpOYHaAsa NpoBepKa
10% rotoBou nNpoAyKLMN.

Mobder of Cortficate  Lithe Dscior Blactns
]
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KoHTponb paboTsl
BbICOKOTOYHbIX 2/1€KTPOHHbIX
KOMMJIEKTYOLWMNX
OCYLLEeCTBASAETCS

B cneunasbHOM NOMELLEHUUN.
B 3TOM noMeLweHnn NOCTOAHHO
noaaep>XXnBaeTcs Heobxoanm
TemMnepaTypa, BJIAaXXHOCTb U
BbICOKUMN YPOBEHb
nblne3alwmnuLeHHOCTMN.
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[lepBUYHbIN
KOHTpPO/1b paboThl
9NEeKTPOHHOW NAaThl
n aucrnses.
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[TYHKT
METPOJIOrM4YecKoro
KOHTPOJIS.
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Bce nHranartopbl
NPOXOAAT NPOBEPKY
24-4aCcoBbIM LUNKIOM
HenpepbIBHOW
paboThl.
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[Tpon3BOACTBO
COOTBETCTBYET

ctaHaapty ISO 13485.

Hactoawmun ctanaapT
onpepensieT TpeboBaHnA K

CUCTEME KayecTBa:
— NMPOEKTUPOBAHUS
— pa3paboTke

— NMponu3BOACTBA

— obcnyxxmnBaHus

MeANLUUHCKUX N3aenmnn.
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Produot Sorvice

CERTIFICATE

No. Q2N 10 07 71993 005

Holder of Certificate: Little Doctor Electronic

( Nantong ) Co., Ltd.

No 8, Tongxing Road Econamic &Technical Davelopment Area
226010 Nantong, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Little Doctor Electronic ( Nantong ) Co., Ltd.

No.8, Tongxing Road Economic &Technical Development Area,
226010 Nantong, Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:
Blood Pressure Monitors,
Digital Thermometers,
Aneroid Sphygmomanometers,
Stethoscopes, Nebulizers
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Applied
Standard(s):

EN I1SO 13485:2003/AC:2007

1SO 13485:2003

Medical Devices - Quality Management Systems -
Requirements for regulatory purposes

|||||

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality system which meets the requirements of the
listed standard(s), See also notes overleal

Report No.: SH1040407
Valid until: 2011-09-30

A4

Hans-Hainer Junker

Date, 2010-08-30

Page 10of 1

TOV 80D Product Service GmbH
Zortifizierstollo

Ridlerstrafie 65 - 80339 Mnchen
Germany

Akkroditiert durch
ln(\(h”lﬂ?n”n o inder

nd Medizinprodukten

6 Tov®

ZERTIFIKAT & CERTIFICATE & :23E:E
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BbinyckaeMasa npoaykKuus nmeet
eBponencKmnm cemechKaTC€.

[TfpaBO MapKMUpPOBaHUS snakomC€
NpMucBanBaeTCs U3LEeNnsM,
KOTOpble oTBeYalT TpeboBaHUAM
6e30nacHOCTN, YCTAHOB/IEHHbIM
ONpeKkTnBon EBponenckoro
coto3za 93/42/EEC o
MeaUUMHCKNX n3aenmsax.

AvpekTnBa coaepxuT
TpeboBaHMSA MO MEHEeOXXMEHTY
KayecTBa Npomn3BoACTBa MO
Ka)XOMYy M3 KJ1aCCOoB
MeANLUNHCKUX n3aenmnm

ZERTIFIKAT ¢ CERTIFICATE & :%3ES

SittleDoctos

MegnumnHcKaa TexHuka

EC-CERTIFICATE

Production Quality Assurance System
(Annex V of the Directive 83/42/EEC on Medical Devices)
No. G2M 10 07 71993 007

Little Doctor Electronic

( Nantong ) Co., Ltd.

No.8, Tongxing Road Economic &Technical Development Area
226010 Nantong, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

Manufacturer:

EC-Representative: ~ Shanghai International Trading
Corp. GmbH (Hamburg)
Elffestrasse 80
20537 Hamburg
GERMANY

Product Aneroid Sphygmomanometers
Category(ies):

“The Certification Body of TOV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for the manufacture according to
Annex V, section 3 of the Directive 03/42/EEC on Medical Devices. This quality assuranca
system covers those aspects of fact with the i q s of
the respective product / product categories and conforms to the provisions of this Directive. It is
subject to periodical surveillance. See also notes overleal F

Report No.: SH1040407

Valld until: 2011-08-15

Y’ ~500-

398836

Date, 2010-08-30
Hans-Holner Junker

TOV SUD Product Servico GmbH is Notified Body according to Council Directive 83/42/EEC
concerning medical devices with identification no, 0123 \

Page 1 of 2

TUV 80D Product Service GmbH - Zartifiziorstalle « Ridlorstrafe 65 - 80338 Minchen - Germany
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[Mpon3BoaCcTBO yaoBneTsopseT TpebosaHuam AupekTtuebl 2002/95/EC
EBponenckoro Coto3a no 3K0N0rM4YHOCTM NPOM3BOACTBA.

[laHHada AnpeKTMBa 3anpeLlaeT Ncnosib3oBaHne B NpoOn3BOACTBE
5/1eKTPOHHbIX KOMMOHEHTOB TaKuUX BellecTsB, KakK:

CBUHeL,

- PTYTb

KaaMUW

lwectnBaneHTHbl XpoM (xpom VI nnun Cré+)
nonmMbpomMmpoBaHHble bUdeHoNbI
NoONMBGpPOMMNPOBAHHBIN AN EHON-2DNP

RoHS

2002/95/EC

7

lead-free
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ceptuipukaumn FDA USA G 18 05
3N1eKTPOHHble ToHoMeTpbI LD i e TR S

Official Correspondent

CemeqDM L"VI pOBaHbI ﬂnﬂ mdi Consultants, Inc.

55 Northern Blvd., Suite 200

npOﬂa)I(VI Ha prHKe CLUA Great Neck, New York 11021

Re: K061279
Trade Name: LD-578 Fully Automatic Digital Blood Pressure Monitor
Regulation Number: 21 CFR §870.1130
Regulation Name: Noninvasive Blood Pressure Measurement System
Regulatory Class: Class Il
Product Code: DXN
Dated: July 31, 2006
Received: August 1, 2006

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class 11 (Special Controls) or class 11l (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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CUCTEMA CEPTHOURAILAU TOCT P
OEAEPATLHOE ATEHTCTBO 110 TEXHUMECKOMY PEIYJIUPOBAHMIO 1 METPOJIOIHN

CepT"cpM KauuA B POCCM " o3 CEPTU®UKAT COOTBETCTBUSA

2
w5 D)
-3')3‘ P} | @' Ne  POCC $G.MMO02.B16828

1 7. Cpok percrsus ¢ 20.08,2010r, no 20082011,

Bca npoaykuma LD 5 )| ™ 0161373

OPFAH IO CEPTUOUKALIMKA  Ne POCC RU.0001.11HMO2

3aPeErmcTpnpoBaHa Kak =t L a0 M
M eﬂl M Lll M H C Ka ﬂ TeX H M Ka ] "1.". : MPOAYKLIMS TIpHGOP UTs WIMEPEHIS APTEPHATBIOIO AABIEHIS 1

GACTOTH TYIILCA IH(PORO] ]L |, MCHTOJIMETHAL koA OK 005 (OKIT)
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N LDI, lD33LD6L7LDl
?))} i ¢ MK, CM. 11p Ha | mere
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: No R-0202 o1 24.1 13’2”3’2r ML
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“ 7 B / 3u§f)lx‘13%:§£$§gu'1"g?hossh:nm¥lmnfnS(Pc‘,BFggg)rc fgigéfr;;?giggwdg (I)IP
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Perncrpauuma B ctpaHax CHI

[TpoayKuMAa 3aBoga pa3pelleHa
K peanusaunm BoO MHOIMnX
cTpaHax CHI

LN ({} 5

X

OO LN K

N

11O TEXH¥
MH
= =
i Hacrosuee ynoctosepel
Shangh
§ B TOM, TO MeHUMHCKaS 1
SENEPAABHAS
i IlpuGops! 115 H3Meper
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doToKoniqa

VKPATHA
MIHICTEPCTBO OXOPOHH 3/I0POB’sl

JAEPKABHA CJIYKBA JIIKAPCbKHX 3ACOBIB
I BUPOBIB MEJUYHOI'O NPU3HAYEHHSI

CBIJIONTBO ITPO JTEPXKABHY PEECTPALIIO
e 544012006

3riano 3 naxasom [lepxasHoi cnyxGn JNikapchkux 3acoGiB i BipOGiB MeamuHOro
npusnaucHns Bia 31 cepnus 2006 p. Ne 451
Buwmipiosaui aprepiaasnoro Tueky : LD-60, LD-61, LD-70, LD-70NR,
LD-71, LD-71A, LD-80, LD-80Silver, LD-81, LD-90, LD-91, LD-100
Sphygmomanometers LD-60, LD-61, LD-70, LD-70NR, LD-71, LD-71A,
LD-80, LD-80Silver, LD-81, LD-90, LD-91, LD-100

Ia
o e
B JlonaTky a0 aauoro Csigoursa
9018 90 10 00
e
BlIeCeno 10 JlepKaBHOTO PeecTpy MEAHYHOT TEXHIKH Ta BHPOGIB MEMYHOrO MPH3HAYCHHS
Ykpaiuu i ans B i# npaxTHui

BupoGunk Little Doctor International (S) PTE LTD
35 Selegie Road #09-05 Parklane Shopping
Centre 188307, Singapore;
Shanghai Little Doctor Electronic Co., Ltd.
No. 4514-1, Caoan Road Jiading District,
Shanghai , 201804 P.R. China

Prpe——

Caizourso aiicne 10 31 cepuns 2011 p.

10.B.KoncranTinos

DC 007765

/.
LAy 4 T. Movbtuen
enaTeas < /(\ (/Q/\/\_/\ ;

Poccud éi
benapycb é;
KasaxcTaH ??
YKpaunHa Ei
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NPOTOKO

PocTtexperynnpoBaHune npusHaeT pe3y/bTaThl
NnepBUYHOW MOBEPKU BbIMOSIHAEMON PUPMOK

Shanghai Little Doctor Electronic Co.,Ltd., KHP.

'f > »
Mo Y A fx

2007 ¢

EIPATIC A ORTETI B0 TENIENWEKOMY XY THPORENING & MCTRONOrIte MmnoTepomsa
HIpoNnam s mocTH u Mffv o !‘ncc-l ol Descpainn lPO( TEXPEFY THPOBAMIS)
heapeas Shanghu Lale Docuo Lk\hm( 108 (KHPY » moaax o00cnesemns camcrns

AP TPW COMPAICHIN TOPCORMY COTPRIFA, ) CXOPCHINE TORIP & TRCKE COND
L CMEMERNAE C DIPORE ACHIEM BORCHEN CPEICTR KIMCPORM R, COEARCITIIS ¢ MENOCHMIY AN

CTATMR

0-::;-. TAMOC AICHICTRO N0 TOURMYCCROMS POrY THPOMINMED W MOTPOSOMEN, FPMMIuas »o

KauecTBo MeTpo/n1orm4yeckoro KOHTposas
CoOoTBeTCTBYeT TpeboBaHUAM CTaHAAPTOB
Poccun.

I COOTRETCTIANIOE ¢ «um-( [ ‘M;ha Litthe Docsor Electrome Co, Lad. (KHPL
WIEMTEIMNS A Sl MM NOMMCCME B0 BpOMpES
TERRICEOH KOMBETORTHOCTN o m-:pmw« Aafoparopest. CCYMIECTRIDMRCA DOSCPKY SPEIcTH
FIveperth TN BAIDCRE W) SPMOBOACTIN. 3 TACEE HA OCHOR AOMOROPCHIOCTE © BMNOINENMN
’wﬁ Stangha Lo lhnu Hiectromc Co. L2 (KHP) ofisussemcrs 8 COOTRTmm ¢
Il POTOKONOM, (PMOMACT PEINIMTETM  NEPMMIOR  IOMPAN  MCROPTRPYITMAY &
'\ nh 0 O CPETH X MUPOTHIOMOR BPE WX BMEYCEE Doscpotaol
whopat m’uyuu\ha gn ln.kl)nn«rkxm Co., Lad (KHP)
Mpstocassse PevyIsTATON DEPaicll DORCPUE POCHPOCTIOMSCICE 1WA THIM GPeacTH
wnecpeah yma:u:mmt DEACPATIMN MENTCTROM B0 TEXNIFIECKOMY PETySMpORIm »
METPOMTIR (npesosenne | )

......

CTATRS 2

[lepBnYHasa nosepka npnbopa Nponu3BOANUTC
HenocpeACTBEHHO Ha habpuke.

- —
3am. pykopoauTens MegepanibHOro areHTCTBa

General Director
Shanghai Little Doctor Electronic Co., Ltd
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Pan Xinhtia
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popeaset Qupsec Shasgha Latle Doctoe Bloctroese Co. Lol (KHP) | SIS TR
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POCACIMAC PN TONA ORISR CPLIETE Hrwipenadl, yoaommuR e pret, tpwcsccsi
POCTEXPENY BHPOBAHIEM w sonecp asaprrass roas, b sotopos s WL BOMCPAR

Ueneral Ducctor
Shanghail Little Docter Electronx Co.. Lt
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