«YTBEPXJAIO»
I eHepa,ubem JUPEKTOP

NHCTPYKUMNSA NO NPUMEHEHMIO

CeetunbHuK onepanMouHbliALFA, Bapuantel ucnonnenuin: ALFA 712, ALFA 717, ALFA
720, ALFA(734, ALFA 735, ALFA 739, ALFA 751, ALFA 763



KPATKAA UHOOPMALIUA

CeetunbHuk onepaudonubli ALFA (nanee — ceeTunbHUK) ¢ 1,45, 9 uau 12 CBETOOTPAMATENAMH M OCHOBHBIM —
JONOJIHUTELHBIM OJOKOM COCTOMT M3 FOPH3OHTATBHOH WITAHIH, NPOTHBOBECA K KOpINyca CBeTHNbHHUKA. CBETHILHHUK ¢ |
CBETOOTPAXKATE/AM H3 KOPIyCa CBETH/ILHUKA, BEPTUKATBHOH CTOHKH.

CBOPKA W HACTPOWUKA
Obwue ceeoenun
= TpeboBalus K OCHOBAHHIO

1. OcHoRaHUe AODKHO BblaepkuBaTh Bec Gonee 300 kr.

2. BblcoTta noronka gomkHa coctasnate 2950 ~ 3050 mm.

| C60opKa ropM3OHTAIEHONW NOBOPOTHOH LUTAHIH

1. OtperyaupoBaTh COEIMHEHWE OCHOBAHUA W MIUThl PACMONOKEHUS.

2. Ilpukpenutb GoATaMyu NOBOPOTHYIO LWUTAHIY M OCHOBAHME, 3aTSHYTh GONTHI.

3. BbiBeaute WIHYp (2) U3 NOBOPOTHOH WITAHIM W NOAKIIOUHUTE K HCTOYHHUKY [IMUTAHHS,

[ Cbopka npoTuBoBeca

1. TloawmnounTe ceTeBol WHYpP NHTaHua (3), MAyHHMHA OT NpsAMOH CTOMKM NMPOTHBOBECA K KpeneHuio (4) Ha KoHue
LITaHTH.

2. YcraHoBWTE NpAMYIO CTONKY Ha NIOBOPOTHYIOLUTAHTY U 3aPUKCHPYHTE BUHTAMMK(S).

] CHopxa KOpnyca CBeTUIbHHKA

Ceemunonux ¢ 9 wiu 12 ceemoompaxcamensiyty U 0CHOGHIM—O0NOTHUMEAbHBIM (10KOM

1. Cnumute kpensenue (6) Ha KOHLIE KPOHLITEHHA CBETH/ILHUKA. BeTaBbTe 0¢h KpOHIUTEHHA B MONEPEUHYIO WTAHTY.

2. YcraHoBuTe 0OpaTHO KperieHue H YIIOTHUTebHble nNpokiaakH (7) (1o odHOH ¢ Kaxka0ii CTOPOHbI). 3aTIHUTE BHHT
(8).

3. 3arsHuTe UEHTpHUpYIOWHHA BHHT (9).

4. TloakmouyuTe ceTeBod WHYP NuTaHds (10), vaywMid OoT kpoHTeHHa CBETHIILHUKA, K KOHTAKTY IUTENCEILHOrO
pazbema (11).

5. 3admkchpyiiTe IMHHYIO NOBOPOTHYIO NiIaHKy BUHITOM (12).

Ceemuavnuk ¢ S u 4 ul ceemoompaycamenamu

. Tloawmounre ceTeroil WHyp nuraHus (13), Mayuinit OT KpoHIITEHHA CRETHALHUKA, kK nposoay (14).

2. BcraBbTe 0CeBOH KOHEN KpOHINTEHHA CBETOOTPAKATENA B MOMNEPEHHYIO LUTAHTY W 3aPUKCUPYHTE €ro ¢ MOMOUIBIO

LeHTpHpylowlero BuHTa (15).

Y CTaHOBHTE BLITAXKHYIO PYKOSTD.

3akpenuTe BbITAXKHYIO PYKOATL BHHTOM (16).

Perynuporka

OtperynupyHte KOMNEHEALUHOHNBIA BUHT Ha NPOTHBOBECE; UTOOLI Jierde yrpaBasTh YCHIHEM, C KOTOPbIM TOJIKAKOT

MY TAHYT KOPNy< CBETHIBHHKA.

2. OrperynnpyHTe KOMIEHCAUMOHHOE YCHIIHE, KOTOPOE -YMNpaBsSeT T[OBOPOTOM KOPIYea CBETHALHMKA BOKpYT
KPOHLHTEHRHA C NOMOLILIO'BUHTOBOH FaiikH.

3. OrperynupyHTe KOMIECHCALIKOHHOE YCHIME, KOTOPO® yMpaBiseT MOBOPOTOM KOPAYCA CBCTHABHHMKA BOKPYT
MOMNepeyHON WTAHTKU € NOMOLLBIO CTOMOPALLEH PYUKH.

il

CeemuisHUK ¢ OOHUM C8EeMOEOmMpaXcameiem
1. Tlonsenute WHYPTIHTaHKUA (1) OT OCHOBaHHA K KQHTAKTY LUTENCENLHOTO pazbema (2),

2. BcraBbTe CTOHKY/CBETHAbHHKA B OTBEPCTHE HA OCHOBAHUH. 3apUKCHPYHTE ¢ MOMOUIBK BUHTOBOM FAiKH.
NPUHUWN PABOTDI

1. Tlepen Hnauvafiom 3kcmiyatauuu ybOeauTech ‘B HANMUMM NOJAHHOrO HanpsykeHus. OiperyiupyHre nonoxexue
CBETH/IbLHUKA, APKOCTH H (POKYCHPYIOLLY KO TI0BEPXHOCTL (/U181 CBETHAbHHKA 12435 APKUCTb perynupyeTcs OTae/bHO).

2. JIswxenre KOpHyca CBETHIbHUKA BOKPYI NOBOPOTHOH WITAHTH. NpoTHBOBecald NornepevHol LUTaHrM ynpaBaseTcs ¢
NOMOILBLIO ANKRHHON perynupyrouedt nnavku(/Byabre ocTopoxHbl, wiberaiiTe. CTONKHOBEHHS NPH MEPECEKAIOUIMXCH
ABHAKEHUAX OCHOBHOIO W IOTIONTHUTENBLHOrO CBETHIBHHKOB.

3. AMIINTY a BEPTHKATBHOTIO NEPEMEIUEHHU YTIPABASETC NPH MOMOLUM JUIMHROR peryaupytoLitei nnaHky.

4. KopoTtkasg, perynupyiowas nnaHka U BBITAXHAS PYKOATb HCNOAb3YIOTCH TONLKO IS NQ yI KpOHUITEHHA
CBETH/IbHUKA.

5. IoBepxHOCTE (hOKYCUPOBKH CBETA PEryIMPYeTCs C [IOMOUIBIO PYUKH HACTPONKH.

6. JIpKOCTE CBETa PEry/IHPYETCA ¢ MOMOLUBIO PYUKH PEryJIHPOBKH CHJIb! CBETA,
TEXHUWYECKOE OBCNY>KUBAHUE

1. Tlepen 3ameHOH naMnbel HNY NPEAOXPAHUTENS HEOOXOAHMO OTKIOUMTL NOAA
NPOM3BOAUTE 3aMEHY 1aMHbl, TIOKA OHA HE OCThIHET.




2. HeobGxoanmo pery/isipHO NpoBepATb Pa3ivyHbLIE Y3/1bl KPENJIeHWi CBETHIbHHKA M BHHTOBble KperuieHHs. B cayuae
pa30anTbiBaHus Kakoro-nMfo W3 BMHTOB HE0OX0IMMO 3aTAHYTb MX. (PekomeHiyeTcs npoBoauTw NpoBepky pas B 3
Mecaua).

3. B cayuae, ecau KOpnyc CBETWIbHHKA HEYJAYHO PACIONOXKEH, OTPEryIUpyHTe ero ¢ MNOMOLUBK KOMMNEHCAUHOHHOrO
BUHT2 M PEry/MpyIOLLETO BUHTA YTOOBI YPABHOBECHTH KOPIYC CBETH/ILHHKA.

4. Heo6x0aHMO perynspHO npoTUpaTh KOPMYC CBETUILHUKA MATKOH TKAHBIO.

5. Jlo Havana onepalMM HeOOXOAMWMO [pOBECTH NPOUECC CTEPMIM3AUMKM 458 BCeX 4vacTei. (/I KOTOPbIX MOMKHO
JIOTPOHYTHCH.

OBPATUTE BHUMAHUE:

1. Tlpn cOopke cBeTW/IbHMKA YCTAHOBKA NOTO/MOUHLIX 4acTed OCHOBAHMA W JAPYIHX /JeTajied” 10/MKHAa MPOBOAMTLCS
npodeccHonanamu, 4tToObl 06ECNEUNTh COOTBETCTBYIOLLECE KAUECTBO COEIHHEHHI.

2. PerynapHo npoBepsaHTe pasjHYHblE Y3/bl KpENJEHHH CBCTHIbHUKA, 4TOOBI NPeaoTBPaTHTHL JHOGOE BO3IMOMKHOE
ocnabneHue KperieHns.

3. Tlocae onepaunu HEOOXOAHMO OTKIIIOUUTDL DJIEKTPONUTaHHE. B NpOTHBHOM cayyae W3=3a AMUTEIbHOI IKCNAyaTauuu
npeobpazoBaTeslb HANPSKEHUA MOKET CroOpeTh.

4. Iepen 3aMeHOH NamMIbl WK NPeOXPaHUTENS HEOOXOANMO OTKIOUMTH MOAAYY MIEKTPOIMTA .
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CXEMA COEANHERWW BEECTEHEBGIO XUPYPIMYECKOM CBETHUITbHMKA C HETbIPbMS CBE TOOTPAMKATESIAMW
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CXEMA COEAMHEHWMA BECTEHEBOID XMPYPIMHECKOIO CEBETWIBHVIKA C AEBNTENO CEETOOTRAMNKATENAMM
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COEAVIHWNTENLHAR CXEMA EECTEHEBOIO XHMERYPIMUECKOIO CEETHMNEbHA
(= QBEHARLIATbDO CBETOOTPAMATENAMAN M OCHOBHBIM - QOMONMHUTENBHLIM CBETUMNEHMKOM

» TEXHHYECKHE XAPAKTEPUCTHKHU:

Amnariazo
PCBELICHH
H uamer[ -
0CTh _ f] ‘ noTped.t
Hcno Temnepar|perynup KopIyca
onepailmo CeTh,| CHHE
JIHEH oTiMCaHHe ypa OBKH |CBETHJIb )
HHOrO . ) B dnextpo-
He upeTarK! ceeT. HHUKa,
no:s, naTHa MM HCPIUH,
1000 ak ’ ‘ Br
MM
717 JByx6n10uHbIii 80/ 450045 100- | 500/9 | 22 | 15073
(12+5) 140 00 200 00 0 00
JIBYXOnouHslif | 4300+5 100- | 500/9 | 22 {\150/3
763 (6+3) 60/140 | =, 200 | 00 | 04700
JByxOn04HbIH 4500+5 100- | 500/9 | 22017150/3
2 (1+1) 80714060 00 " 1 200 | 00 | @ 00
cl2
4500<5 100- 22
- 2 3
712 CBETOOTpaXKa 120 00 200 900 0 300
TeJIAMU
¢ 9 cBeTooTpaxa- 4500+5 100- 22
739 TeJsMH 2 00 200 | %09 0 =25 |
¢ 5 cBeTOOTpaxKa- 4500+5 100- F 22 "e
35 TENAMU 60 00 | 200 X 0 125
¢ 4 ceeToOTpaNKa- 4500+5 100- 22
734 TeNaMHU 40 00 200 S 0 100
c | cBeTooTpaxka= 4500=5 100- 22
731 TeJIeM 2 00 | 200 °{ 230 0 SQ*

Hpumeyanue: nawa KoMnaHus 0CTaBiAeT 3a co0OH NPaBO U3MEHEHHS AM3aitHa M yayulue
NpOAYyKTa.
¢ TPAHCHOPTHPOBAHHE
CBETHNBHUK B YNAKOBKE TPAHCTOPTUPYETCA 3AKPLITHIM TPAHCNIOPTOM, KPOME HeoTa
npu Temneparype Bosayxa ot —30° C 10 +40° C. OTHocHTeNbHAS BIAKHOCTD BO3AyXa J0 |



* JIPABHJIA XPAHEHUS

I. CBETWILHMK CIEyeT XPaHUTb B 3aKpPBITOM MOMELIEHHH fpH Temnepatype oT +5° 10 +40" C, oTHocuUTeTbHO
BIAXKHOCTH BO31yxa He Gonee 80% npu Temnepatype +25° C.

2. Bo3nyx B MOMELUEHMH HE 10;DKEH COAEpXaTb NMPHMeCeH. Bbi3bIBAIOLMX KOPPO3HIO.

« TAPAHTHU U3I'OTOBHUTEJIS

1. MzroTtoBuTeNb rapaHTHPYET COOTBETCTBHE CBETHbHHKA TPeDOBAHUAM TEXHHYECKHX YCIOBHH.MpH coO.110aeHUH
norpedMUTENEM MPaBH IKCITyaTaLMH, TPAHCIOPTUPOBAHHUA W XPaHEHHS.

2. lapaHTHiAHBIH CPOK IKCIUTyaTauuH — | roa co 4HS AOCTaBKH CBETHIILHHUKA.

3. B TeueHHe rapaHTUHHOIO CpoKa NpeaANpUATHE-H3TOTOBUTEIb O€3B03ME3IHO PEMOHTHPYET MM 3aMEHAECT CBETHIbHUK
W €0 HacTH MO NPEABbABIAEHUH PEKIIaMaUHOHHOIO aKTa. Ha aavnouku zapanmun ne pacnpocmpannemes !
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QEIEPAJIBHASA CAYXKbBA MO HAA30PY B C®EPE
3APABOOXPAHEHHUS H COUHAJTBHOIO PABBUHTHA

HUCOBbITATEJIbHBIN HUEHTP «OHEPI'HS INIIOC»
OBWECTBA C OTPAHUHYEHHOH OTBETCTBEHHOCTbBIO
«JHEPI'HS ITJIIOC»

YTBEPXJIAIO

< PykoBoauTenh
UL «DHeprys 1110c»
TR

‘ _ /HH [llanaoBa
Sy TS 20t0w,

AKT
Ne 109171ITH/2010 o1 06.05.2010 1.

Maii 2010 r.
r. Kopoacs

[IpoBeeHHe MPHCMOUHBIX TEXHHUYCCKMX
MCMBITAHHH CBETH.IBHUKOB OMEPALHOH-
HbIX ALFA ¢ npuHagnexnocTaMu Alpo-
n3BodeTsa Taizhou Boji Medical/Devic-
es Co.. Ltd., KHP



CocTaBlieH HCIBITATEBHBIM LENTPOM « JHEPIHs [LTHCH
Atrectat akkpeauTainin Ne GC 29-ITT1H-06 ot 06.09.2006 1.

[Tpencenare b KOMHCCHH H.IIL. [llannosa
Y 1eHbl HCIIBITATEILHOH [PVITHBI C.M. IlaHokoB
P.I1. Pe3Byxun

1 B nepuoa ¢ 26.04.2010 r. no 06.05.2010 r. Ha ocHoBaHny 3a4BKH OO0 «AJTb-
®A» (194156, r. Cauxt-ITetepOypr. bosbuoii CamiuconneBekuil p« 1. 108, kB. 5) uc-
NBITATEILHBIM LEHTPOM « DHEPIHs TITHOC» ObLIM IIPOBEIEHBI NPHEMOYHBIC TEXHUUYECKHE
HCTIBITAHUs CBETH.ILHUKOB onepalueuiiblx ALFA ¢ npHHa1eKHOCTIMH NPOM3BOICTBA
Taizhou Boji Medical Devices Co.. L.td.. Chengjiang sub-zone. Huangvan Economic De-
velopment Zone. Taizhou. Zhejiang.318020. China).

2 JList npoBeaeurs UCIIbITaHHIH OBLTH 1IPEABABIECHDI:

1) CBetibHIKH onepaueHHbie ALFA nenoinenniit AEFA 7510 ALFA 734, ALFA
735. ALFA 739. ALFA 712, ALFA 763, ALFA 717, ALEA 720.
2y [puHaIc:KHOCTH:
- MOBOPOTHas WITafia. He Oosee 2 1IT.:
- IPOTHBOBEC, HE0o1ee 2 IUT.:
- Kopnyc¢. He bopee 2 wt.;
- TEEeCKONMMUeckas ¢Toiika, He 6o.ice | WT.:
- CBETOOTpa)kaTenb. He Oonee 20 wT.:
- PYKOSITKa chLE€MHas. He Oonec 2 Wr.:
- JlaMToyka;ile 6o1ee 20 wT.;
- BBIKTKOUQTEIb, HE 0o1ee 2 1t.:
- BHACOKaAaiepa, He Do.1ee 2 wT.;
- 3aLMTHOE CTEKN0 (3KpaH). He 6o1ee 20 wr.;
Tpancopmatop, He oonee 20 wrT.:
OCHQBaHHe, He 0o1ee | Wt
1peidoxpanurelh. He doee 2 L.
CTa0M:1M3aTOP HAMpsiZKeHus, HEBo.Tee | WT.:
HCTOUHHK OecriepedoiiHOIO 1FaHsl. He 6oaee 2 TIT.;
KO€ca. He Dodice 4 wr.:
oactancHp. He Goaee 2 wT.;
ny.1bT YIpaBJIeHHs. He 00iec 2 wr.:
= IIHYP MHTaHMA, He DoTee - uT.
3) Texunueckas JOKYMeHTALHA:
- HOPMATHBHBIA JTOKY MEHT,
- clipaBKa 00 U3¢/ METHLIUHCKOTO NMa3HAYEHH:
- PYKOBOJICTBO MO 3KCMEIVaTALMHL
- [HaclopTa Ha U3 IC 1ML
- ¢poTorpadgun odLICTO BUAA.

3 Kparkas TexHHuecKas xapaKTepHCTHKA H3/AETISL H €10 Ha3Ha4YCHUC.

CBCTHIBHHKH olicpauHoHHblc ALFA ¢ 11pHHAANEKHOCTAMU (j1a71€€ — CBETHIIbHH-
KH) TipeaHa3zHaueHbl s OCBEIIEHHS ONEepallioHHOro MOl MPH XHPYPTrHYECKHX ornepa-
LUSIX B YCTOBHSIX CTALIHOHAPHBIX MEAUIMHCKUX VUPEKIeHHI.

[



CBCTHIBHHKH UMEKOT YHHBCPCAILHOE VCTPOUCTBO MOJABECOK M MOTHOCTBIO 33K~
IIEHHBIH riankuii kopryc. KOHCTpYKUHS nojBeca O0eCNEeuHBAET [UIABHOL. IBHKCHHE
0.10KOB CBETHIBHUKA. TIPH JTOM €r0 HAJASKHVIO (PUKCAHHIO B JIHOOOM noioKenHu. Cpe-
TH.IbHHKH OCHALUCHBI HH(MpaKpacHbIM CBETODHIbTPOM, PACCEHBAKOLINM LEILTO.

Baaroaps cucTteMe MY IbTHIPU3MOBOTO OTPaXKEHHS. CBETUIIBHHKI MOTYT AaBaTh
r11yOOKOC OCBELUECHHS ¢ MOMOLIBIO NMEPEKPECTHBIX HYUYKOB CBETA. UTO MO3BOIAET UCKIO-
YHUTDH TIOSBJICHHE TEHU. YIpaBleHHc CBETH.IbHHKAMHK OCVUIECTBIACTCA-C MTAHCIU YpaB-
JeHHS. coleprKallleit KHOMKH 1151 YIIPaBJI€HHS HHTCHCHBHOCTBK) CBETA M UHIMKATOPBL. 4
TAKKe ¢ Ty 1bTa YIPaBIeHHS.

CBETH/ILHUKH MMEIOT BO3MOXKHOCTH IMOAKIIOUEHHSA BHACOKAMEPH U1 yA00cTBa
HabI10/1eHus 32 ONICPAIIMOHHBINM I10JIEM.

OcHOBHBIE TEXHHYCCKHE XApPaKTCPHCTHKH CBETHIIBHHKOBJIPUBEICHBI B Tadnuue 1.

Taoauua 1

XapakTepucTHKa i - HCloi |H EITUE —
’ ALFA 712 ALFA 734  “ALFA735 © ALFA739
OceuensocTh. JIk 212000 >40000 >60000 >90000
I{peroBas remneparypa. K 4500+500 4500+500 4500+500 4500500
KoanuecTBo f1amn 12 4 5 9
Hanpsxkchue nutanus, B 220 220 220 220
Yactora. I'n 50 50 | 50 | 50
HanpskeHne nuraHus 24 24 24 ‘ 24
namn. B
MounHocTs amn, Br 25 25 25 25
Macca 25+ 38 34 21 ] 23+38
Ipoooaxcenue maoauor 1

XapakTepucruka FLUONHEHUE

ALFA 751 ALFA 720 ALFA 763 ALFA 717
OcBelweHHoCTD, JIK >12000 80000 80000 80000

140000 120000 140000

llBetToBas Temneparvpa. K 45004500 4500+£500 43004200 4500+500
KoaudecTBo naxi 1 1 +1 6+3 12+5
Hanpskenne mutasus. B 220 220 22 220
HacroTa, I'y 50 50 50 50
Hanpsxenne nutatus 24 24 24 24
aamm. B
Moumocrs savn. Br 50 25 30 50 ‘
Macca 9.5 25+ 16+ 49 20/+:9+ 87 25+ 16+ 49 [

F~Kox OKIT 94 5250.

S B 3aBUCHMOCTH OT NOLCHUMAJIBLHOTO puvcCKa NMpHMCHCHUA CBCTHIIBHHKHW OTHO-

cares K knacey 2a no F'OCT P 51609-2000.

6 Bce uenoaHeHust cBeTHILHHKOB ALFA H3roTORICHBI 0 €1HHON TCXHOIOIHH.
M3 OJMHAKOBBIX MATCPHANOB W KOMIUIEKTYIOHIMX H WJEHTHUYHBI 10 Ha3HaueHuto. Pasiu-
YHA B JAHAMETPE Ky110J1a, KOAHUCCTBE JIaMIT H Cr1oco0e KPEeILIeHHs (YCTAHOBKH ).

YuuTelBas 7To. B KauecTBe 0a30BOro oOpasla #isg HCIbITaHui OblT BBIOpaH CBE-
THABHHUK HcnoIHCHUst 751. Pesvibrarel HelblTaHWi yKa3zaHHOro odpasua MOryT ObITh
pacnpoCTpaHeHbl HA BCC 3asAB.ICHHLIE HCMOIHEHHS CBETIH.TBHHKOB cepun ALFA.



7 CBCTW/IBHHK HCIBITAH B COOTBETCTBHH ¢ TpeOOBAaHHAMH H METOJaVH. HCIIbITa-
Hui [OCT P 50444-92, T'OCT 26368-90. ' OCT P 50267.0-92. TOCT P 50267.41-2001.

& CBETHIBHHK MPHEMOYHBbIE TEXHHYECKHE HCMBITAHHS BBLIEPKAT. “FeXHUUECKUe
XapaKICPHCTHKH HCMBITAaHHOTO 00pasila COOTBETCTBYIOT TPEOOBAHHSAM. PACIPOCTPAHSIO-
[IHXCH HA HErO. HOPMATHBHBIX JTOKYMEHTOB. d TAK)KE€ TeXHHUECKOH /TOKYMEHTaUWH H3[O-
TOBHTEJIS.

9 CserunbHukH onepauHonubie ALFA wucnoanenuit ALFAZT751. ALFA 734,
ALFA 735, ALFA 739. ALFA 712. ALFA 763. ALFA 717. ALFA 720 ¢ npuHaiiexyo-
craMu npousBojicTBa Taizhou Boji Medical Devices Co.. Ltd.. KHP; MoryT 05ITh peko-
MEH;I0BaHbl /11 [IPUMEHEHHUS B MCMITHHCKON MpakTHKe TeUeOHBIX yupexaeHuit Poc-
cuiickol Mejrepauni.

[pnnoxeHus:

1) @ororpaduu obLIero BH/1a.

2) IlpoTOKO.T aHd:M3a TeXHHYCCKOH JTOKY MEHTATIHH.
3) I1poTOKO1 TEXHUYECKUX MCTILITaHHIA.

[lpeacenarens kKomuccuH : oA~ SO HUIL langosa
Ys1eHbl KOMUCCHU S e ~=  (C.U. [TaHtokoB

P.IT. Pe3ByxHH



CpeTHIbHHKH onepauHoHubie ALFA
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IIpnaoxensie 2

[TPOTOKOJI Ne 10917/1

AHAIN32 TeXHHYEeCKOH AORYMCHTAUHH

1 O0beKT NpoBepKHU
TexHuueckass U HKCIIYaTAUMOHHAs jIOKYMCHTALUKA HAa CBETHUIBHUKH ONEpaliHOHHbIE
ALFA ¢ npunaazexHocsmu npoussoactsa laizhou Boji Medical Devices Co.. Ltd..
KHP.

2 Jlata nposeaeHHus
Hauano: 26.04.2010r.
OxoHyaHue: 27.04.2010r.

3 Ueab npoBepkH
PaccvoTpeHHe U olleHKa TeXHHUYEeCKON U IKCTUIyaTallMOHHOM TOKYMEHTAllHH Ha COOT-
BeTCTBUE TPeOOBAHHUAM HOPMATHBHBIX 10Ky MCHTOB

4 MeToauka npoBeaeHHsl
B coorsercrsuu ¢ [ OCEP 15.013-94

5 PesyabTaThl npoBepku

5.1 1la npueMouHbIe TEXHUYECKHE UCHBITAHHSA 1IPEACTABIEH KOMIIJIEKT TEXHHUYECKON U
IKCIUIYATALMOHHOM JIOKVMCHTAllMM Ha CBEIWABHUKH onepanoHHele ALFA ¢ npu-
Ha,UIeXKHOCTSA M. BKJIIOYAKLIHI B ceOs:

- HOPMATHBHbIN JOKYMEHT!

- cpaBKy 00 H3JCIIHH MCAMLHHCKOLO - Ha3HAUCHUS ;
- PYKOBOACTBA MO IKCITYATALIHK;

- NIACIIOpTa Ha U3ACHA.

5.2 Texnuyeckast H HKCMAYATALHOHHAS JOKVMEHTALMSI B OCHOBHOM OOpMIIEHA B COOT-
BETCTBHH-€ TPeOOBAHUSNH HOPMATHBILIX T0KyMeHTOB ~ 1'OCT 21601-2006.
O1ecTyHACHUH OT TpeOOBaHHHI HOPMATHBHBIX JIOKYMEHTOB, paCHpOCTpaHsIOUINNCS
Ha U3JeJHsl. B 00BLEME paccMaTpHBAeMoil JOKYMEHTAlHH He OOHApY /KEHO.

5.3 Eauduiiel GU3HYCCKUX B IHUMHSHPOHOPMHPOBAHHBIC B TEXHHYECKOI M HKCILIvaTa-
UUOHHOH JOKYMCHTALHH, COOTBEICTBVIOT HO HAHMEHOBAHHKY U 0OO3HAUYEHHIO Tpe-
doBanusm ['OCT 8.417-2002.

5.4 Hopmupyembie nmapamMcTpbl M TCXHHYECKHE XapaKTePHCTHKU CBETHIBHHUKOB COOT-
BETCTBYIOT TPeOOBaHHAM [TeHETBYIOLIMNX HOPMATUBHBIX AOKYMEHTOB.

5.5 BKCHIIyElTal[l«lOHH&}l HOKYMCHTaN KA (p}'KOBO,[ICTBﬂ [TO-Tb30BATEJIA W ITAaCopTa Hd K3-
,ZIC.'IHH) COJICPARHUT pasac.1bl. HCOOXOAHMBIE 115 pa60Tbl CO CBCTH.IbHHKAMH.

< oy

Beayimii mo venbITaHUSN T b C.N. INaHokoB



