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®
-// JIANGXI HONGDA MEDICAL EQUIPMENT GROUP LTD.
! Address: 39 South Shengli RD., Jinxian County 331700 Nanchang, Jiangxi Province, PEOPLE'S REPUBLIC OF

/ CHINA .
Tel.: 0086 791 85628828 Fax: 0086 791 85628819
/
/
,f
« 17 » 11 2023
To whom it may concem,
Declaration

We, Jiangxi Hongda Medical Equipment Group Ltd., the manufacturer of the following
medical devices:

Dialyzer for hemodialysis hollow fiber HD in versions

- I-“

hereby declare that,
the attached contents is <Instruction for use for medical device Dialyzer for hemodialysis it
hollow fiber HD in versions> used for Russian medical device registration; this file introduces c |

the proper use and marking of the medical device.

18

The attached contents is used only for the medical device registration in Russia, and is required
notarizing according to Russian official regulations.

Very truly zo};s,

Vice General'Mq
General Director
Jiangxi Hongda Medical Equipment Group Ltd
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Jiangxi llongda Medical £quipmecat,Group Ltd.
Vice'Menpral'lsJ”ger

Baielieng
WA r—~ o
« 1'»
INSTRUCTION FOR USE
FOR MEDICAL DEVICE
Dialyzer for hemodialysis hollow fiber HD in versions
NMHCTPYKUWMSA MO NPUMEHEHMUIO
HA MEANUMNHCKOE U3AE/TUNE ~ s

AnanusaTtop ona remograsinza rnosioBoJIOKOHHbIM HD B BapuaHT™M™
NCNOSIHEHUSA
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{Hanmenosaune|
Nuanuzarop ansg remoananinia nonososiokoHkeii HD B BapHaHTax HCNOIHEHNHA:
1.1 Onaauzatop 118 reMoananusa noJoBOROKOHHLIH BrcokonoTounbiit: HD-13H. HD-14H.
HD-15H. HD-16H. HD-17H. HD-18H. HD-19H. HD-20H

1.2 Wuerpykums no npuMeHeRuo
21 duanuiatop aas remoaHasusa NoJoBOIOKOHHBIT HIKonoTounsii: HD-13L. HD-14L.

HD-15L. HD-16L. HD-17L. HD-18L. HD-19L. HD-20L
22 HHCTPYKUMA NO NPUMEHEHUIO

[OcHoBubIe pyHKUIN B CTPYKTYPa)
Anasn3atep NOeAOBOIOKOHHBIA COCTOWT W3 KOPRyca. AMaNH3HON MeMOpaHbl. HAKNAAKM,

YMAOTHHTEIGHOTO KOJBLA. FTEPMETHIUPYIOMIEH 3ATHBKH H 3aNTHOH KPbILIKH.
MeauurHCKOe H3ene CTEPHIHIYETCA PaHalHOHHBIM H3TyueHHeM Kodanbra-60. crepunsHo

H anHPOreHHo.

[T 3ammTHas JamuTmas——

[Hazuavenne / [Tokazanus K npiiMeHeHinno MeTIIBCKOTO H3aeua)
MeanuuHckoe H3ZenHe NPEIHAZHAMEHO ANA [EMOAMANHIHOIG ICMEHHS TIpH OCTPOH u

XPOBHYECKOH NOYEYHOH HEAOCTATOYHOCTH.

(lTpoTnsBonokazanus]
AGCOMOTHLIX TNPOTHBONOKA3AHMI HET. HO MNALMEHTBI ¢ CHIIBHBIN  KPOBOTEUCHHWEM WM

CKIOHHOCTBIO K CBEPTBIBAHHIO KPOBH JOMAAKHBE HAXOIHTLCA N0 NPHCTAALHBIM HAGAI0AEHHEM BO
BPEMA TCUEHHS.

[Hebaaronpusrusie peaxunu|
B peaxux cayuasx MOryT BOIHHKATh HeOAArONpHATHHIE PeaKUMU FHNEPUYBCTBHTEIbLHOCTH, B

CAYYAE BOBHMUKHOBEHHA CEPbEIHBIX OCNOAHCHUH reMOIMANUIHYKY Tepanuio HeodXoaumo
NpepBath H APEINPHHATE COOTBETCTRY IOWHE AeHCTBHA.

[MucTpyRums no npumeHenuio)
1. YcTanoBuTe AHATH3ATOP B AepKaTene BEPTHKANbHO. KPACHBIM HAKOHEUHHWKOM (apTepHANbLHBIH

KOHE1l) BHHZ.
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2. MoeacOCANHHTE apTepuaIbHYIO IHHUKY KPOBH K MAKETY ¢ GHIHOIOFHUCCKHN PAacTBOPOM AN
HHGDY3HH B NOTHOCTBIO 3ANOIHNTE APTEPHATHHYIO IHHIMIO KPOBH (PHIHCIIONHYSCKHM PACTROPOM.
[MoacoeHnTE ApTEPHANABHYIO N BEHOZHYK) JAWHUW KPOBH K BXOAHOMY H BBIXOAHOMY MOPTaM
Kposu. B noiosonokosnulii GHALTP H HIMHKUK KPOBH HEe A0.LKCH nonacTe BO34yX. [Ipomoiite
NONOBOIOKOHHBIH PUALTP H AHHKK KPOBH PHIHOIOTHHECKHUM PACTBOPOM B KONHMECTBE HE MEHee
1000 M2 co cropocTsio okoio 100 ma‘mun. Ecad B anamusatope Wi JIHHHAX KPOBH OCTAACA
BO3QYX. J00a86TE PHIHOIOTHYCCKHI PACTBOP 18 NPOMBIBKH, AKKYPATHO NOCTVKUBUA PYKO 110
AHANK3ATOPY HAH NEPEKPBIBAA ¥ OTKPHIBAA JIHHUA KPOBH 10 NUNHOTO YCTPAHEHHS 8024yXa. He
NITalTeCh YCTPAHUTL BO3AYX NYTEM MOCTYKUBAHMA NO AHANH3IATOPY TBCPABIMH NPEAMETAMA.
HANPHUMEP XHPYPrUMECKHMH MWHITUAMH. TOCKOTBKY 9TO MOKET MNPHBCCTH K MOBPEKIACHHUIO
AHaauzaropa.

3. lMoacoeanHuTe NMMHUK ANATHIATA K NOPTAM 1% AHaau3aTa. OTKpolTe nogaqy auaiiarta co
CKOPOCTHIO OKONO 500 MI/AMHH He MEHEe YeN Ha 2 MHRYThI.

Tpumeyanne. Byecto Pusnonorieckoro pacTeopa 414 3aN0IHCHUA M 3ABEPILICHHA NPOLEIN Pb
MOKET MPIMEHATLCA ANAIN3AT 109 UHPY K.

4. Hauaao npoueaypui

4.1 ToacoeanHuTe APTEPHAILHYIO THHHIY KPOBH K apTepHaabHO# Kauione GoabHoro, Bkaunte
HACcOC KPUBH Ha CKOPOCTH OKOA0 100 MA/MIH., 4TOOL BHITECHHTB (PUIHONOTHUECKHIT PACTBOP.
4.2 [ToACOCAMHNTE BEHOZHYIO JTHHHIO KPOBM K BEHOZHOH KaHione 50AbHOTrO.

3. 3asepuicHpe npoueyps

5.1 CroppexTHpoBaB CKOPOCTb TOKa VITPaduIibTPaTa, OCTAHOBUTE HACOC KPOBH.

5.2 U3pnekuTe aprepHaNbHYIO KaHIONIO O06HOTO H NOACOEIHWHHTE apTEPUANIBHYIO AHHHIO KPOBK
K NAaKeTy ¢ PHIHOAOINYECKRM PacTBOPOM. BKIHOUHB HACOC KPOBH HA MANYIO CKOPOCTh. 3aKaYaiiTe
B 1T0:10BONOKOHHEIH (LT 1 B HHUK KpoBh 100-200 M1 PH3IHOIOTHYECKOrO pacTBopa. YToGbt
BLITECHHTb KPOBb JONBHOTO.

5.3 TNepeMUTE BEHOTHYIO AUHHKY KPOBUH H HIBAECKHTE BEHO3HYIO KAHIONKO SOILHOFO.

[OGmne npexynpesieHun)

* 3anpeueHo HCNONbL30BaTh, ECAH HHANBHUAYANLHAA YNIAKOBKA NIOBPEAICHA,

¢  3anpeiieHo UCNoAL30BAT NOCAC HCTEMCHUR CPOKa TOAHOCTH.

® ITO MEAHUMHCKOE M3IICAHE MNPEAHATHAUECHO TONLKO UIA OJHOPA3OBOrO HCIOIBIOBAHMA.
NOCE HEMONB3OBAHHA €10 HEOOX0IHVO YTHIN3HPoBaTh. [TOBTOPHOS HCNONB3OBAHNE MOXKET
BBI3BATH NEPEKPECTHYIO HHDEKLHIO:

e Ilepex WCNOABLIOBAHMEM JAHHOTO MCAMUMHCKOTC H3ICAHA, HEOOX0AWMO HCKIKUHTG
nonalaHua Bo3ayxa B Hero. Ilpu Boinycke BO3lyXa H3 U3IACHHA. 3aNPeInacTcs NOABREPraTh
H31€0HME MEXAHHYECKUM Yaapas. HTOGb! HCKTIOYHTD €70 NMOBPERACHHE.

¢ Bo Bpewma npoMbIBKH U NPEABAPHTENLHON NPOMBIBKH HEOOXOAHMO CAEAHTDL 34 TéM. Y4Todu
BO3QYX HE NOAAY B JAKANH3ATOP H B KPOBONPOBOIAILYIO WarHeTpanas. B npouecce
MPOMBIBKH AKHIKOCTE MOXKET NMPOCOYUTLCA W3 OTBEPCTUA JNA AHARK3ATA:

¢ Hcnonp3syite uigenie Kak MOAHO CKOpee ROCAE YCTAHOBKH KPOBONPOBOAALLEH MarHCTpanH
M CTPOTO BHINOTHAHTE ACENTUMECKYIO ONEPALMIO:

¢ Bo Bpemsa neveHHR TPAHCMEMOPaHHOE AaBACHHE JOJIAHO OBITh HKe 66.5 xITa (500 M
prcr.). He okaspigaifiTe HeHy:KHOro 1aBNeHMS HAa KPORONPOBOAAWIYIO MarucTpans M
AHAINIATOP. YTOOBI NPEIOTBPATHTE YTEHK)Y HIH CUELEHHA COCAMHNTENLHEIX aeTaneit.
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¢ B npouecce ieveHHA MakcHManbHas (UKCHPOBAHHAA CKOPUCTH MOTOKa ananuszara: 500
MA/MMH; CKOPOCTB KPOBOTOKA HE MOAET ObITh MeHee 150 aiv/Mun. apu stom He Soace 400
MI/MHH:

*  MHcnonsioBanue MeITHUHHCKOTO U31€AHA ZOKHO COOTBETCTBORATS NPABKAAM YKCIINYATALNH
H COOTBETCTBYIOUMM HOPMATHBHEIM TPEOOBAHNAM MEAHLHHCKOrO OTAEIEHNA:

®  DT0 MEAULMHCKOE H3TENHE MOXKET HCMONL30BATHCA TONBKO OOYVHEHHBIM MEIMLIMHCKHA
NEPCOHAIOM.

[Cxema coeannennn|

Mauwnent

2. KposaHoii Hacoc

3. N'enapunnzauma

4. TopT apTepralIbROit IMHHK

3. AprepuansHoe JaBleHHE

6. JloBymka BO3AYXa apTepuanbHON
NUHKH

7. Quanuzar

8. Muanuzarop

9. ITopr BeHO3HOMK AMHMK

10. JloBywika Bo3IvXa BEHOIHOH THHNHU
| 1. BeHosHoe aaBneHue

[OcHoBHbBIE TexXHHYECKHE XADAKTEPHCTHKH]

Texunyeckne XAPAKTEPHCTIIKH 3navenun
MaxcumansHoe TpancmemOpaHHoe
A3BIEHHE, HA KOTOpoe pacunTansl | SO0 mm.pr.cT. (66,5 klla)
W3€INA, MM.PT.CT
HD-13H Qs=200Ma/Mnn, <75 MM pT.CT.
Qo=400Ma/MuH
Qu=300mMn/MiH, <105 MM pr.CT.
=500M/MuH
HD-14H Qu=200Mn/MHH. <60 MM pT.CT.
Nepenaa aasnerns HD-15H Qu=400M3/ MUK
Qu=300Mn/MuH. <95 MM pT.CT.
,=300MN/MUH
HD-16H Qu=200M1/Mmin, <50 MM pT.CT.
HD-17H Qu=400Mn/MiH
Qu=300mn/MuH. <85 sMm pr.cT.
Qu=300M1/MHA
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Butamuu B12
MHunnH

32-MmukKpornob\nuH

OH = 300 mMn/muH
MoyeBuHa
KpeaTuHuH
dochar
Butamunu B 12
MHYNMH

OH = 400 Mn/mMunH
MoueBuHa
KpeaTuHuH
dochat
Butamuu B12
N rynun

OH = 200 MA/mMuH
MoyeBuHa
KpeaTuHuH
docepar
ButamunH B 12
VMiHynun

32-Mmun KpornobynuH

OH = 300 mMn/mMuH
MoueBUHa
KpeaTuHuH
dochar
ButamunH B12

N nynun

OB = 400 mMn/mMuH
MouyeBuHa
KpeaTuHuH
dochar
Butamuu B 12
Wuynun

OB =200 mMn/mMuH
MoyeBuHa
KpeaTuHuH
dochar
Butamuu B2
Nuynun

32-mukpornobynun

OB = 300 mMn/mMuH
MouyeBuHa
KpeaTuHuH
docepart
ButamuH B 12

NHYnuH

OB = 400 mn/mMuH
MouyeBuHa

150 ma/mMuH £10%
118 mn/mMmuu £10%
46 Mmn/mMnH £10%

265 mn/mMun £10%
230 ma/MuH £10%
224 mn/MuH £10%
172 mn/mM(rH+10%
126 Mma/MuH £10%

313 ma/mlrn £10%
286 Mn/mMuH £10%
262 Mn/MnH £10%
184 mn/muH £10%
138 mn/mMuH £10%

105 ma/mMuH *10%
185 mn/MuH +10%
181 mMn/mMuH +10%
155 Ma/MunH +£10%
118 mn/mMmuu £10%
47 Mn/mnH £10%

267 Mn/mMuH £10%
250 Man/MuH £10%
235 Ma/muH £10%
175 mn/mMun +10%
130 ma/munun £10%

320 Mn/MuH £10%
205 MaYmMuH £10%
265 mn/MitH +10%
100 Mma/muH £10%
142 mn/MnH £10%

106 Mmn/mMmuH £10%
187 mn/mMun +10%
183 Mn/mMuH +10%
158 Mn/MuH +10%
120 ma/mMmuH £10%
40 mn/mMuH £10%

270 mn/MuH £10%
255 Ma/MuH £10%
230 ma/MuH £10%
180 Mma/mMuH *10%
133 ma/mMmuu £10%

326 MaA/MUH £10%
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KpeaTuHuH
doc(})ar
Butamuu B12
MHVANH

OH = 200 mn/mMuH
MoueBuHa
KpeaTuHuH
docoar
Butamunu B2
I'IH\n|1H
[32-M11Kp0rn06Vn 1

OH = 300 Mn/MuH
MoyeBuHa
KpeaTuHuH
dochar
ButamunH B12

Nuynun

OH = 400 MN/MHH
MoyeBuHa
KpeaTuHuH
dochar
Butamuu B12
Wuynun

On =200 mn/mMuH
MouyeBuHa
KpeaTuHuH
dochar
Butamuu B12
NWhynun

(32-MM KPOTNOOYNUH

OB = 300 mn/MUH
MouyeBuHa
KpeaTuHWH
doctar
Butamunu B12

NWnynun

OH = 400 Mn/mMunH
MoyeBuHa
KpeaTuHuH
dochar
ButamunH B12
Whynun

OH = 200 mn/muH
MouesIrna
KpeaTuHuH
dochar
Butamuu B 12
Whynuw

[32-m ]leornoﬁ\'n Lm

OH = 300 mMn/mMuH

300 ma/mMuH £10%
268 MN/MHH £10%
195 mn/mMmuH £10%
149 mn/mnH £10%

197 mn/mMnH £10%
190 Mn/MHH £10%
185 mn/mMuH £10%
165 mn/mMuu £10%
125 Mn/mMuH £10%
53 MA/MuH £10%

275 mn/MuH £10%
260 mn/muH £10%
250 mn/mMun +£10%
195 Ma/MHH £10%
140 mn/MnH £10%

330 MAn/MuH £10%
305 ma/mMun £10%
285 ma/mnH £10%
200 Mn/MHH £10%
155 Mn/MJItH +10%

198 MA/MHH £10%
192 mn/mnH +10%
188 Mn/MuH £10%
170 ma/mln £10%
130 mn/mMuH £10¥Yo0
56 MN/MuUH £10%

277 mn/mnH £10%
265 mn/mMuH £10%
255 Mmna/MuH +£10%
200 mn/mMuu £10%
146 MN/MHH £10%

335 ma/MuH £10%
310 ma/mMumn £10%
295 Mn/MuH £10%
205 MA/MHH £10%
160 MA/MHH £10%

198 Mna/mMuH £10%
195 mn/muH £10¥Yo
190 Mmna/MuH *10%
175 mn/muu £10%
141 mn/MuH £10%
58 Ma/muH £10%
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HD-20H

HD-13L

HD-14L

MouyeBuHa
KpeaTtTuHuH
doctar
Butamuu Bl2
MH\nnH

OH = 400 mMn/mMuH
MoyeBUHa
KpeaTuMHUH
docpart
Butamuu B 12
Nuynnn

O» = 200 Ma/mMuH
MoyeBuHa
KpeaTuHuH
dochat
Butamuu B12
Nuynun

32-MmuKpornobynum

OH = 300 mMn/muH
MouyeBuHa
KpeaTuHuH
dochat
Butamuu B12
NHynun

OH = 400 mMn/mMuH
MouyeBUHa
KpeaTuHuH
docepart
Butamun B 12
Nuynun

OH = 200 mn/mMuH
MoueBuHa
KpeaTuHunH
doctar
Butamuu Bl2

OH = 300 Mmn/mMmuH
MoyeBuHa
KpeaTuHuH
dochat
Butamun B 12

OH = 400 Mn/mMuH
MouyeBuHa
KpeaTuHwuH
dochar
Butamuu B12

OB = 200 mMn/mMuH
MoyeBuHa
KpeaTuHWH
dochar

Butamun B 12

270 ma/MuH £10%
262 mn/MuH £10%
208 mMn/muH £10%
160 Mmn/MmnH £10%
146 mn/mMuH £10%

340 Ma/MuH £10%
317 Mmn/MuH £10%
297 mn/MuH £10%
212 mn/mMun £10%
167 Mmn/MunH +10%

205 Mma/MuH £10%
198 Mn/MuH £10%
199 mn/mMuH £10%
180 Mmn/MuH +10%
150 ma/mMuH £10%
61 mn/mMmuH £10%

285 Mn/mMuH £10%
274 mn/MuH £10%
272 Mn/MHH *10%
212 mn/mMuu £10%
172 mn/muH £10%

345 mna/mMuH £10%
322 ma/muH £10%
301 MmA/biun+t!l0%
221 mn/Mun £10%
173 Mmn/MuH £10%

183 ma/mun +10%
171 mn/MmuH £10%
145 mn/mMunH £10%
95 Mn/mMun +10%

234 mn/MuH £10%
212 mn/MuH £10%
170 Mmn/MuH £10%
108 mn/muH £10%

265 Ma/munH £10%
236 ma/MuH +10%
200 ma/mMuH £10%
120 Mma/MuH £10%

186 Mn/MuH +10%
175 mn/Muu £10%
149 mn/mMuu £10%
91 Mn/MuH £10%



Qi = 300 Ma/MuH

MoueBitHa 238 Ma/Mun =10%
Kpeatnuin 215 Ma/mMun £10%
®ocdar 175 ma/mun £10%

Buramuu B12

110 Ma/Mitn £10%

i = 400 Ma/ann

MovicBitHa 270 ma/mMun £10%
KpeaTuniu 241 Ma/mMuH £10%
dochar 205 Ma/MnH £10%

Butamun B2

121 Ma/sutn £10%

HD-151. Qu =200 M/ M1H
MoveBnna 186 M.1/MitH £10%
KpeatitHity 176 ma/sith £10%
docdar 150 ma/mun £10%
Butamnu B12 99 Ma/MUH £10%
Qu = 300 MA/MuH
MouesitHa 241 ma/Min £10%
Kpearuuiuu 221 mn/mud £10%
docar 188 Ma/amitn £10%
Buramiuun B12 112 Ma/MiH £10%
Qu = 400 Ma/MuH
MouesitHa 275 ma/MuuH £10%
Kpeatitunu 248 Ma/MnH £10%
®ocdar 220 ma/sMun £10%
Buramnu B12 125 ma/Mitn £10%
HD-16l. Qn = 200 Ma/MiH
MoueBHHa 188 M.1/Muu £10%
Kpearuuuu 178 ma/min £10%
docdar 155 Ma/mMun £10%
Butamnu B12 100 Ma/mMin £10%
Qs = 300 M1/MuH
MoueBiHa 245 ma/mMun £10%
KpeatHHiH 224 ma/mie 210%
®dochar 190 Ma/mMiH £10%
Butamuu B12 113 ma/mun £10%
Qi = 400 ma/muu
MoueBitHa 279 mn/mMuH £10%
Kpeatuuuu 251 ma/mub £10%
Docdar 222 ma/MuH £10%
Buramun B12 130 ma/mun £10%
HD-17L Qu = 200 ma/MuH

MovueBiiHa 189 ma/mun £10%
Kpeatnanx 180 Ma/MuH £10%
Pocdat 162 ma/MuH £10%

Butaniu B12

108 ma/Mith £10%

A

Qi = 300 ma/vin

Moueritna

248 ma/sMitn £10%

KpeaTiHitx

229 ma/mun £10%
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HD-18L

HD-I9L

HD-20L

doc(l)at
Butamuu B 12

OH = 400 Mn/MuH
MoueslrHa
KpeaTWHUH
dochar
Butamuu B12

OH = 200 mMn/mMuH
MouyeBuHa
KpeaTuHuH
doctar
Butamuu E"2

OH = 300 Mn/mMuH
MouyeBuHa
KpeaTtuHuH
dochar
Butamuu B 12

OH = 400 mna/mMuH
MoyeBuHa
KpeaTuH|[H
dochar
Butamun B12

OH = 200 Mn/mMuH
MoueBuHa
KpeaTuHuH
docoar
Butamuu B12

OH = 300 mMn/mMuH
MoyeBuHa
KpeaTuHuH
dochat
Butamuu B 12

OH = 400 mMAa/mMuH
MouyeBuHa
KpeaTuHuH
dochat
Butamuu B 12

OH = 200 mna/mMuH
MoyeBuHa
KpeaTuHUH
dochat
Butamun B2

OH = 300 mMn/mMuH
MoueBuHa
KpeaTitHHH
docoar
Butamuu B2

OH = 400 mMa/MmuH

197
126

284
258
230
138

190
181
164
110

250
230
195
130

288
260
232
140

191
184
166
115

253
236
200

132

292
268
246

145

192
187
175
118

255
236
202

134

MA/MUH £10%
MA/MttH +10%

MA/MUH £10%
MA/MitH £10%
MA/MUH £10%

MA/MUH £10%

MA/MUH £10%
MA/MUH £10%
MA/MUH £10%
MA/MUH £10%

MA/MUH £10%
MnA/MuH £10%
Ma/MuH £10%

MA/MUH £10%

MA/MWH £10%
MA/MUH £10%
Mn/MuUH £10%
MA/MUH £10%

MA/MUH £10%
MA/MUH £10%
MA/MUH £10%

MA/MUH £10%

MA/MUH £10%
MA/MUH £10%
MA/MUH £10%
MA/MUH £10%

MA/MUH £10%
MA/MUH £10%
MA/MUH £10%

MA/MuH £10%

MA/MUH £10%
MA/MUH £10%
MA/MUH £10%
MA/MUH £10%

MA/MAH £10%
MA/MUH £10%
MA/MUH £10%
MA/MUH £10%



KoappuuymeHrt
+ 20%

MoueBunHa
KpeaTuHuH

dochar
ButamunH B12
HD-I3H IMP =50 MM pT.CT.
OH = 200 Mn/MuH
O» = 300 mn/mMmuH
OB =400 MN/MHH
TMP = 200MM™ pT.CT.
OH = 200 Mn/.MUH
OH = 300 mn/mMuH
OH = 400 Mn/MuH
TMP =500 mm pr.cT.
OH = 200 MNn/MHH
OH = 300 mn/.MmuH
OH = 400 mn/mMuH
HD-1411 FMP = 50 Mmm pT.CT.
0i5 = 200 mn/mMuH
OH = 300 MAn/MuH
OH = 400 Mn/MuH
TMP = 200 mm pT.CT.
OH = 200 Mna/muH
OB = 300 mMman/muH
OB - 400 mA/MHH
TMP =500 mm pT.CcT.
ynbTpaguabTpalyw. OH = 200 MA/MWH
OB = 300 Mmn/mMmuH
OB = 400 mMn/mMuH
MD-I5H TMP = 50 mm pr.cT.
OB = 200 Mmn/mMuH
OH = 300 Mma/mMuH
OB = 400 .mn/.MmuH
TMP = 200 mm pT.CcT.
OH = 200 mMAa/mMuH
OH = 300 mMa/mMuH
OB = 400 MmAa/mMuH
F'MP = 500 Mmm pT.CT.
OH = 200 MA/MHH
OH = 300 mMn/.muH
OB =400 mn/mMuH
HD-16H TMP =50 mm pT.CT.
OH = 200 mMmn/mMuH
OB = 300 mMma/mMunH
OH = 400 Mn/MuUH
TMP =200 Mmm pT.CT.
OH = 200 Mmn/mMmuH
OH = 300 MA/MHH
OH = 400 Mn/MUH
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297
268
247

145

55
62
70

22
26
31

12
13
14

55
62
70

23
28
32

12
14
15

62
71
79

25
29
34

13
14
15

64
73
82

26
31
37

MA/MUH £10%
MA/MnH £10%
MA/MnH £10%

MA/MUH £10%

MA/4y*Mm™m
MA/4y*Mmm
MA/4*Mm

MA/4* MM
MA/4y*mm
MA/4*mm

MA’Y*MM
MA/4* MM
MA/4* MM

MA/4*mm
MA/u* .MM
Ma/y*Mm

MA/4*M M
MA/4* MM

MA/4*MM

MAa/y*Mm
MA/4y*MMm
Ma/y*Mm

MA/y*MMm
MA/4* MM
MA/4y*mm

Ma/y*Mm
Ma/y*Mm
Ma/y* MM

MA/4y*mm
MA/4*mm

MA/4y*mm

MA/4*mMm
MA/4*Mm
MA/4*mMm

MA/M*MM
MA/4y*mm

MA/4* .MM

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.

pT.
.CT.

pT

pT.
pT.
pT.

pT.
.CT.

pT

pT.

pT.
pT.
pT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.
CT.

CT.

CT.

CT.

CT.

CT.

CT.



TMP = 500 MM pr.cT.

Qu = 200 ma/MIH

13 Ma/4*MN PT.CT.

Qu = 300 Ma/MHH

13 Ma/u*MM pr.cT.

Qu = 400 MuI/MitH

16 M/u*MM PT.CT.

HD-17H

TMP = 50 mm pr.cT.

1 = 200 \a/MIH

68 Ma/u*MM pT.CT.

Qu = 300 Ma/nnn

78 Myi/u*Ma1 PT.CT.

Qu = 400 Ma/zun

87 ma/u*mm pr.cT.

TMP = 200 MM pT.CT.

Qn = 200 Ma/MUH

28 MA/4*MM PT.CT.

Qu = 300 M/MHH

34 Mu/atMN pT.CT.

i = 400 M1/MHH

39 MA/M*MM PT.CT.

TMP = 500 MM pT.CT.

Qi = 200 Ma/muH

13 MI/U* MM pT.CT.

Qu = 300 ma/mitnH

15 Ma/u*Mm pT.cT.

Qu = 400 Ma/MuH

17 M1/u*MM pT.CT.

HD-18H

TMP = 50 mmM pr.cT.

Qu = 200 Ma/MitH

70 Mn/qa* MM pT.CT.

Qs = 300 Ma/MHH

80 Ma/u*ma pT.CT.

Qi = 400 MA/MHH

90 Mn/u*MM pT.CT.

TMP = 200 mm pr.cT.

i = 200 M/MHH

30 MA/Y*MM pT.CT.

Qi = 300 Ma/MiH

36 M1/u*MM pT.CT.

Qu = 400 Ma/Muu

41 Ma/M*MM pT.CT.

TMP = 500 nmM pT.CT.

i = 200 Mu/MiH

14 ma/s*Mam pr.CT.

Qn = 300 Ma/mMuu

16 MA/4*MM pT.CT.

Qu = 400 Ma‘Miu

19 MA/q*MM pT.CT.

HD-19H

TMP = 50 MM pT.CT.

Qn = 200 Ma/mMun

73 MI/M*MM PT.CT.

Qs = 300 Ma/MiH

84 Ma/u*MM pr.CT.

Qu = 400 Ma/MuH

93 MA/u*MM pT.CT.

TMP = 200 MM pr.cT.

Qu = 200 Ma/MutH

33 Ma/u*MM pT.CT.

Qi = 300 Ma/MuH

40 M/4*MM pT.CT.

Qu = 400 M/ MuH

44 MA/u*MM pT.CT.

TMP = 500 MM pT.CT.

Qu = 200 Ma/MutH

14 mn/u*Mm pr.cT.

Qi = 300 Ma/MitH

17 Mn/a*MM pr.CT.

Qi = 400 Ma/MIH

20 MA/M*MM PT.CT.

HD-20H

TMP =50 Mm pT.CT.

Qi = 200 Ma/MItH

73 MA/9*MM PT.CT.

Qu = 300 Ma/mitH

84 Ma/u*Mm pr.CT.

Qu = 400 ma/muH

93 Mi/u*MM pT.CT.

TMP = 200 MM pT.cT.

Qs = 200 mn/Muu

35 MA/u*MM pT.CT.

Qi = 300 Ma/MiH

41 Ma/q4*mM pT.CT.
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| Qu =400 mn/MnH

l 46 M/ 1P MM PT.CT.

TMP = 500 MM pT.CT.

3 = 200 Ma/MHH

15 Ma/9¥*MM pT.CT.

Qg = 300 ma/Munu

19 MA/u* MM PT.CT.

i = J00 Ma/MHK

22 Ma/9* MM pT.CT.

HD-13L

TMP = 50 MM pT.CT.

Qg = 200 Ma/MHH

10 Ma/u*MA pT.CT.

| Qna = 300 ma/mnu

10 Ma/w*mMuM pr.cT.

Qn = 400 Ma/Mun

12 MA/* MM PT.CT.

TMP = 200 sm pT.CT.

Qs = 200 Ma/MHH

10 Ma/v*Ma pT.CT.

| Qv = 300 ma/MnH

il Mi/y*mMM pT.CT.

Qn = 400 Ma/Mpn

13 Ma/u*Mm pT.cT.

TMP = 500 MM pT.CT.

9 MA/T* MM PT.CT.

Qs = 200 Ma/MuH
| QO =300 Ma/Mun

10 Ma/u*MMm pr.eT.

Qp = 400 Ma/Musn

11 Ma/y*MM pT.cT.

HD-141.

TMP = 50 mm pr.CT.

| Qs = 200 ma/min

10 Mn/9* MM pPT.CT.

| Qu = 300 ma/mnn

1] MA/M*MM PT.CT.

Qn = 400 Ma/MHH

12 Ma/u*Ma pT.CT.

TMP = 200 amm pr.cT.

| Qi = 200 ma/MuH

11 Ma/M* MM pT.cT.

| Qo = 300 Mit/MuH

11 Ma/a*mm pr.cT.

| Qe = 400 MA/MIH

13 M/Y*MM PT.CT.

TMP = 500 mM pr.cT.

Qs = 200 Ma/MuH

10 MA/Y*MM PT.CT.

| Qn = 300 ma/Min

[1 Mn/u*ma pr.cT.

= 400 Ma/Min

12 ma/a*MM pT.CT.

HD-15L

TMP = 50 MM pr.cT.

| Qs = 200 Ma/MHH

12 Ma/u*mmM pr.cT.

Qs = 300 Ma/sMuH

12 Mn/y*MM PT.CT.

Qs = 200 ma/min

16 Mn/9* MM PT.CT.

TMP = 200 um pT.CT.

Qp = 200 ma/Muu

11 Ma/4*MM PT.CT.

Qs = 300 Ma/MitH

13 Mn/u*mm pr.cv.

Qp = 400 Mn/MisH

13 MA/9*MM pT.CT.

TMP = 500 MM pr.cT.

Qs = 200 Ma/MuH

10 ma/qa*mMMm pr.cT.

Qe = 300 M/MuH 11 Ma/u*mat pT.CT,
5 = 400 MU/MHUH 12 Ma/a*MM PT.CT.

HD-16L

TMP = 50 MM pT.CT.

| Qs = 200 ma/MuH

12 Ma/y*MM PT.CT.

Qg = 300 mn/mMute

12 Ma/a MM pT.CT.

Qs = 400 ma/mun

16 MA/4*MM PT.CT.

TMP = 200 MM pT.cT.

| Qs = 200 Ma/nmn

| 12 Mata*mn preeT.
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HD-I7L

HD-18L

(1ID-19L

HD-20L

0» 300 mn/muH
10u = 400 ma/mMuH

TMP =500 NtM pT.cT.

Qu = 200 ma/mMunH
Ou = 300 mn/muH
Qn = 400 mn/muH
TMP = 50 Mmm pT.CT.
OB = 200 mMn/.MuH
Q» = 300 mn/mnH
OH —400 mMn/mMuH

TMP =200 mm pT.CT.

OB = 200 MA/MHH
O» = 300 mn/mnH
OB =400 ma/mMuH

TMP =500 mMmm pT.cT.

OB = 200 mn/mnH
Oi<“ 300 mn/mnH
OB = 400 mn/mnH
TMP = 50 .Mmm pT.CT.
OB = 200 mna/mnH
OH = 300 mna/mnH
OB = 400 ma/mnH

TMP =200 Mmm pT.cT.

OH = 200 ma/mMuH
OB = 300 mn/mnH
OB = 400 mna/muH

TMP = 500 Mmm pT.CT.

OB = 200 Mn/mMuH
OH = 300 mMa/muH
OB = 400 mn/.mnH
TMP = 50 mMmm prT.cT.
OB = 200 mMa/mMuH
OH = 300 mn/mnH
OH = 400 mn/mnH

TMP =200 mMmm pT.CT.

OH = 200 mn/mnH
OH = 300 mn/mnH
OB = 400 mna/mnH

TMP = 500 mm pT.CT.

OB = 200 mn/mMuH
OH = 300 mn/mnH
OB = 400 mn/mnH
TMP = 50 mm pT.CT.
OB =200 mn/mnH
OB =300 mn./mnH
OB = 400 mn/mnH

TMP =200 mMm pT.CT.

15

11
11
12

14
16
17

12
14
16

11
11
13

14
16
17

13
14
16

11
12
13

16
17
18

13
17
18

11
12
14

16
17
18

MN/4* MM

MA/4y*mm

MA/4*MMm
MA/4y*MMm

MAa/y*Mm

MA/uy*Mm
MA/4y*mm

MA/M*MM

MA/4FMM
MA/4*MMm

MAa/y*Mm

MA/4* MM
MA/4*mm
MA/4y*mm

MA/4*MMm
MA/4*mMm

Ma/y*mm

MA/4y*mm
MA/4* .MM
MA/4*mm

Ma/y* .MM
MAa/y*MMm
Ma/y*Mm

MAa/y*Mm
MA/4*MMm
MA/4y*mm

MA/4*mm
Ma/y*Mm

Ma/y*MMm

Ma/y*Mm
MA/4*MM

MA/4*mm

MA/4*Mm
MA/4* .MM
MA/4*M .M

pT.
.CT.

pPT

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pPT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

pT.
pT.
pT.

CT.

CT.

CT.

CT.

CT.
CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.

CT.
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3aanT Ha MOBTOPHOC NPHMCHCHHC

Hc nenoab3oBats MpH NOBPEAIACHHH YNAKOBKH
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




"JT0#i CTOPONOIT BBEPX

=

Xpynxoe. 0Opaitiatecs OCTOPOAHO

e

"
(9

4994

Bepeusb oT Bnaru

P

He aonvekath BO31€ilCTBHA CONHEMHOIO CBETA

72
N

)
/]

OrpaHiHUYeHHE MO ITA0CIMPOBAHIIO

|[Mevoa crepunmsaunn]
JaHHoe MEAMLHHCKOE M3AEAHE CTEPHININETCA PAAHALIMOHHBIM METOZOM.

[Cpox roanocTy|
3 roaa.

[Xpanenne n yxenayarauns|

HarHoe MeAHLIMHCKOE H3ENHE CieayeT XPaHHTD B Cpelie. TAe TEMNEPaTypa OKpyxKatouted cpeas
He npesbiwaet 0 ° C ~ 40 ° C: oTHOCHTEIbHAA BIAKHOCTL He nipeBblwaeT 80%. Ge3 nanmumsa
KOPPOSHOHHO-aKTHBHLIN Fa30B. B XOPOIIO BEHTHAHPYEMOM UYHCTOM NOMEWICHHI: CTPOFO
JanpemaeTct XPaHHTE Ha CKNAAE BMECTE C XHMHKATAMH H BNKHBIMM MIPEAMETaMM.

[TpancnopTuposkal
Temnepatypa okpyxatoweii cpeasi: ot 0°C a0 +60 °C:

OTHocuTEALHAA BIAKHOCTL — He Ooice 80%:
ATtmocdepHoe aaBaenue ot 50 no 106 «Tla.

[Mlepevucns npryMeHseMbIX HANHOHATLHLIX CTAHIAPTOB]

Auaamsatop Aana  remoavaansa nosoBoiokonHbiii HD  oTBewaetr TpeGoBanusaM  cepuu
MexkayHapoauelX ctavaapros EN 1SO 10993, EN 11137, EN ISO 8637. [Moaxuit c¢nHcoK
MEXTY HAPOAHKIN TPEBOBAHNIA NPEIVCTABIASETCA NV 3aNpocy.

[¥YTuanzanus)

VTHan3aumMn A0TKHA NPOH3BOAWTLCA B COOTBETCTBHH €  HOPMATHBAMH  MEAMUWHCKOro
YUPEAICHHA H TPEOOBAHHAMK TIO YHUHTOXKEHHIO SHOTOTHUECKNX OTXO108.

OTX0ab!I HEHCNOABIOBAHHOIO MERHUMHCKONO H3TENHA (B CBA3Y C NOBPEKIACHHEM YNAKOBKH.
HCTEUEHHEM CpoKa TOAHOCTH). B8 cooTBeTCTBHU ¢ CanlluH 2.1.3684-21. oTHocaTea k orxoaam
Knacca A.

OTX0a6l HCMIONB3VEMONC MEAHLMHCKOTO M3leama. B cooTsercTeun ¢ CanlluH 2.1.3684-21.
OTHOCATCA K 0TX0AaM Kaacca b.
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[FapanTin)

IMpou3soanTens He HECeT OTBETCTBEHHACTH 3a NOCNEICTBHA HENPABHNLHOTO HCMOAL3OBAHNA UM
HCMIOIL30BAHHA. HE COOTBETCTBYNIOWICTO HHCTPYKUHAM MO NPHUMCHEHHIO. a TAKKE 3a 000
yiuepd. NpUYHHEHHBIA NOCIE JOCTABKK TOBapa.

{IpowsBoanTent rapaHTHpyer. NTO YCTPOHCTBA MPOM3IBEIEHLI B COOTBETCTBUM C BHYTPCHHEH
cepTUPHUHPOBAHHON CHCTEMOH KOHTPONA KAUECTBa.

FIpon3BOAHTE 16 HE HECET OTBETCTBEHHOCTH B C.TVHAe HEHAACKALLETO MCTIONL3OBAHUR W3NS
B ofpalleHss © HHM, HECOOMIOIEHHA NPeAVNPSAICHHA H AOpSAKa 3KCANYATALMK. yulepda.
HAHECEHHOTO W3ALIMIO B PEIVNLTATE COOLITUI. MPON3OLLUCIIMX NOCIE TOCTABKH. OWNGOK npy
OCMOTPE H3IENH HTH OTCY TCTBUSA TAKOBOIO NEPE] HX HCHONBLIOBAHUEN C LIENbLIO YAOCTOBSPHTHCH
B X XOPOLIEM COCTOAHHH.

B cayuae oOHapykeHus Aed)eKTOB Mepenarh NPOUIBOAUTEMO ONHCAHWE COOWTHA. Moaehb W
HOMEp NApTHHA.

Mpou3BoHTENL 0033yETCA PEIOCTABHTH TIOGY KO JOMOTHHTENLHY IO HHPOPMALMIO.

Iponzsoanteasn: «bxknnrken Xonraa Meankan Ukeonment Ipynn Jita» / «Jiangxi Hongda
Medical Equipment Group Ltd».

Aapec: 39 South Shengli Road. Jinxian county. Nanchang city. Jiangxi Province, China / Kuraii
Tenedou: 86-791-85662988 / 85660368

MIpeacrannrens na reppuropnn EC:  «lllanxaii Hareprewna Xonaunr Kopn.. FTw6X
(Espona)» / «Shanghai International Holding Corp { Europe)»

Aapec: Eiffestrape 80 20537 Hamburg Germany / Fepmanna

Tenedon: 0049-40-2513175

Ynoanoyouennntii npeacrasnTe s na Teppuropin P®: OSwectso ¢ orpasnyeHHoR
orsercreeHrocThi0 «KOHUTOH»

Anpec: 690078, Ilpumopckuii  Kpait. r.o. Bnaauwsocrokckwit. r. Bnaaueoctok, ya.
Koscomonscxas, a.1. opuc 17

Teaedou: +79084599262

E-mail: ooo.uniton‘@’vandex.ru
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CEPTUO®HUKAT

KuTalicKni COBET N0 NPOABHKEHHIO MEAKIYHAPOAHOM
TOProBJIH

Knraticknii coBet no npoasinxerinio MexayHapoaHoii roprosan
Mexnaynapoasan Topropas nanars Knras
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KuTaiicknii coBet no npoaBHikeHHIo MeKAYHAPOAHOI TOProBH
Mexaynapoanas Toprosas nanata Kuras

CEPTHUO®HKAT
1« QR-xon»/
NeSS1310B0/786783

HACTOSAINM YAOCTOBEPAEM, uto neuars « IDKMHITKCH XOHT IA METUKAJT
UKBIOTIMEHT I'PYIITJITA.» /«JIANGXI HONGDA MEDICAL EQUIPMENT GROUP LTD.»,

B npuaoxenHoit JIEKJIAPALIUU ssnsercs noameHol,

Kuraiickuii coBet no npoasuxenmio

MEXKLY HAPOAHOH TOProBRH -
Alevamy/

[Noanuch ynonHoMoueHHOro uua;
Hloonuce/

Pacivndposxa noanucu: Jho Liolnans/

Lyu Cuilian
Hara: 20 HoaGpn, 2023 r.
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/Pupmennbiii Onank opranmzauns’ ; « JAKHHITKCU XOHTTA MEJJUKAJT UKBKOTIMEHT FPYIIN
JITO» i «JIANGXI HONGDA MEDICAL EQUIPMENT GROUP LTD.»
Aapec: 39 South Shengli RD.. Jincian County 331700 Nanchang. Jiangxi Province, PEOPLE'S REPUBLIC OF CHINA,
KHTAHCKAA HAPOZHAS PECMYBJIMKA
Teaedon: 0086 791 85628828 Makc: 0086 791 85628819

17.11.2023 r.

Beem 2auHT CPECOBAHHBIM NTHIAAM,

CRAAPALIA

M. «xnarkes Xouras Mexnxaa Hkslonmenr Fpynn JIran / «Jiangxi Hongda Medical
Equipment Group Ltd.», npou3soauTens CReayiomnx MEAHUAHCKHX HITeNWii:

AnaansaTop A8 remoanansa nonosodoxonunii HD B sapuanTax nenonsenus

HACTOSLINM IASBAREM, 4TO

Npuraraemviii 20Ky MeHT NpeacTaenset coboli < UHCTPYKLMIO MO NPUMEHEHHIO HA MEARLIMHCKOE
wiaenne JIRamarop 178 reMOAHA.IH3A N0 1080 IoKoKubIH HD B BAPHAHTAX HCMOAHEUNS >,
KOTOPYIO HCMORL30BAIM 118 PETHCTPALMH MEIHUHHCKOrO H3aeIMA B Poccuiickofi @eaepaumn; 8 AaHHOM
daiine npeacrasneHbl IPaBHIBHOE HCMOTHIOBAHME H MAPKMPOBKAE MEAHLIMHCKOrO HINCAHS,
Mpunaraemoe coOIEPRUMOE HCNONBLIYETCA HCKMOUHTENBHO LI PErHCTPALIMH MEAHUMHCKOTO HIAENS B

Poceuiickoii Meaepaunn n TpeGyeT HOTAPHAILHOTO ABEPEHNA COMNACHO OPHLIMATLHMM HOPMATHBHO-
npasosbiv akTam Poccwiickoli Mexepaunn.

C yBaxeHHeM.
Mevame/, /Hoonucy/
Mu Baituru / Yi Baicheng
3amectureas Menepanshoro Jupextopa
«xnarkcn Xouraa Meanxaa Hxstoumenr Fpynn JIra» /

«Jiangxi Hongda Medical Equipment Group Ltd.»
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«/launrxcne Xonraa Meankan Ukwionvent Fpynn Jita.n /
«Jiangxi Hongda Medical Equipment Group Ltd»
3amectuTens MenepaibHoro Jlupektopa

Wy Basiuon//Yi Baicheng

Hevamy/, oomu s/
17.11.2023 r.

HHCTPYKLHA ITO NTPUMEHEHHIO
HA MEAHWIIUHCKOE H3AEJHE

ANAANIATOP 1A% reMOaHATRIA NOA0BOIOKoHKBIH HD B BapHanTax
acmo.IHeHus
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HacToAwnin nepeBof C aHFAMACKOTO A3blKa Ha PYCCKWNIA BbIMONHEH NMEPEBOAYNKOM HAHAbIKOBO
NnHpon AnekceeBHOI: 3a BEPHOCTbL NepeBoja tieCcy OTBETCTBEHHOCTb, B YEM W pacnuMCcbiBatChb
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Poccuiickasa depepaums
Nopog Mocksa
[OBajLaTb TPeTbero HoAbpA ABes-*-*AN b TpeTl

A, BOKMH WHHOKeHTU Mwuxaiinosny, .“rapuyc ropoga Mod
NOA/IMHHOCTbL NOAMNUCK NepeBoAYNKa AHObIKOBOW NNHAbI AJIEKCEEB]

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JInyHOCTbL NoAnucaBLUEro JOKYMEHT YCTaHOB/EHa.

3apernctpuposaHo B peecTpe: No 77/2323-H/77-2023-1-1032.

YnnayeHo 3a™ALWLW HMe HoTapuanbHoro geicteus: 400 py6. 00 kon.

N.M.BokuH
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