OKT1A42 32.50.13.190 YTBEPXJAKO

CeHepa/bHbIi [UPEKTOP
O00 «A-PI'O»

/ T.0. Pyxaaz3e /

» NoHA 2024 T.

MAKET MAPKV/POBKMU
MEAVNLUWMHCKOIO U3AENNA

Annapar clumBarLLe-pexywnii (ctennep), 04HoOpasoBbIN,
CTePUNbHbIN, B Habope, B BapuaHTax UCMOSTHEHUS
no TY 32.50.13-002-97027951 -2023

MpounssoacTtea: OO0 «A-PI'O», Poccua
249035, Kanyxckas 06nacTb, r.0. ropog O6HMHCK, 1 OBHUMHCK, KB-11 CafoBble yyacTku Camco-
HOBO, 4. 29

r. OBHMHCAC,
2024 r.

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM UCTILITAHUF # PETHCTPALIMH MELMLIMHCKUX U3REM



MakeT MapKMPOBKHM MHIMBHAYATbHON YNaKOBKH SHIOCKOIHYECKOro THHEHHOro CUIHBAIOIE-PEeXYIIEro annapara (cremnepa) « HA0KaT J1IETOH»

Annapart cmiaBalome-pexymuii (crennep), oaHopa3osbiit,
CTepH/IbHbLIH, B Ha0ope, B BADHAHTAX HCNIO/IHEHHSA
nmo TY 32.50.13-002-97027951 -2023
DHAOCKONHYECKHH THHEAHDIA CIIHBalOIe-peXY LM annapaT (creriep) « DHA0KAT J1elon», craHAapTHbIH (340 MM) ¢ HecheMHO# BepxHel OpaHinei
o 60 MM — 1 mTyka

000 «A-PI'O»

Aapec: 249035, Kanyxckas o6nacts, r.0. ropon O6HHHCK, I O6HHHCK, kB-n1 Cazgosbie yuacTkn CaMcoHOBO, 4. 29
Anpec Mecta  BM Medical Technology Co., Ltd. No.l1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,
npouseoactsa: 214107 Jiangsu P.R. China

o] 22.042024 24042201

g 21.04.2027

r a 4 -
Herokchano X AnMporexHo CTepiibHO, CTEPHAH3AUNA OKCHAOM ITHACHA

YCnoBHA IKCIUTyaTallMi: TEMIIEPATYPa OKpYXalolero Bo3ayxa ot +10 °C no +45 °C, 0OTHOCHTeNbHAN BNAXHOCTL He AOMKHA Npesnimars 98% npu Temnepatype wmoc 35 °C u atmo-
cepHoe nasnenns ot 86 o 106,7 xlla.

VCA0BHA XpaHEHMA: CTIEUHANBHO 060opyaoBaHHbe cKNaan no ycnosuasm rpynmul 1 (JI) no FOCT 15150, npu Temnepatype ot + 5 °C 10 + 40 °C 1 OTHOCHTENLHOM BNaXHOCTH He Gonee
80% npu 25 °C, Ha pacCTOAHHH HEe MEHee | M OT HarpeBaTeNbLHBLIX NpHGOPOB, K0/MKHAE 06eCNEUHBATLCA 3ALIUTA OT 3arpA3HCHHUA H BO3AeACTBHA arPECCHBHLIX CPell, a TaKXKe HaXOXKAeHHe
B 3ailIHIIEHHOM OT COMHLIA MECTe.

Yrwnnauna: Crernepsl, GLBIIME B IKCIUTYaTAUKH, YTHIHIHPYIOT B MEAHLIMHCKHX yupexaeHHax cornacio CanlTnH 2.1.3684-21 no knaccy orxoz108 B, a crenneps! ¢ HCTEKUIMM CpoKoM
XpaHeHHs W / unH He GuiBlIME B ynoTpebneHnn — no kiaccy oTxonoB A.

2o
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Annapart cmHBame-pexymuii (crenaep), oaHOpPa3oOBbLIit,
CTepHJIbHBIH, B Habope, B BapHaHTaX HCNOJHEHHS
mo TY 32.50.13-002-97027951 -2023
DHIOCKOMMYECKHH NMHHENRHDII CIIHBalOLe-peXYyLIHii annapart (cTennep) « JHAOKAT Jienon», cranaaptHslit (340 MM) ¢ HecheMHO# BepxHel OpaHiuek
uHoi 60 MM — 1 mTyKa

000 «A-PI'O» cs . .
‘ Anpec: 249035, Kamyxckas o6nacts, r.o. ropoa O6uunck, r O6uunck, kB-n Canossie yqactku CamMcoHoBo, A. 29 ﬂ 22.04.2024 .. 240422-02

Anpec mecta 00O «A-PI'O», 249035, Kanyxcxas 06a., r. O6HuHCK, kBapTan Canosbie yacTkh CaMcoHOBO, 1. 29 ’ g ’ 21.04.2027
npowssoncrea: BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, T
214107 Jiangsu P.R. China
Hetokcuuso K ATNTHPOreHHO CTepHIbHO, CTEPHIH3ALHA OKCHIOM ITHACHA

YCnoBxA IKCIUTyaTaLMK: TEMNIEPaTypa oxpyxaoulero so3ayxa ot +10 °C no +45 °C, oTHOCHTeNbHAA BIQXHOCTb HE 0/MKHA npesuliaTh 98% npu Temneparype numoc 35 °C u atMo-
cheproe nasnexun ot 86 no 106,7 xlla.

Ycnosua XxpaHeHHs: crieunansHo 06opynosainbie cknaas no ycnosuam rpynnsi 1 (JT) no FOCT 15150, npu reMneparype ot + 5 °C o + 40 °C n oTHOCHTENLHON BAAXHOCTH He Gonee
80% npu 25 °C, Ha pacCTOAHMH He MeHee | M OT HarpeBaTeNbLHBIX PHGOPOB, NOMXKHA 06ecneuHBATLCA 3ALIHTA OT 3arpAIHEHHI H BO3ACACTBHUA arpeCCHBHBIX CPef, 2 TaKXKe HaX0XKAaeHHe
B 3aLIHILICHHOM OT CONTHLIA MECTE.

VYrunusauns: Crennepsi, 65BIIHKE B IKCIUTYaTALUNH, YTWIHIHPYIOT B MEAHLUHHCKHX yupexacHuax cornacho CanlTuH 2.1.3684-21 no xnaccy oTxonoB b, a cTeruieps ¢ HCTEKIIMM CPOKOM
XpaucHHA W / WK He ObiBIINE B yNOTPeOACHHH — NO KNaccy OTXOA0B A.
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MakeT MapKHPOBKH HHAMBUAYANLHON YIIAKOBKH KacCeTH CO CKOOKaMH «JHIOKAT JIIEIOH»

AnmapaTt cmuBapome-peasymuil (cremiep), onHoOpa3oBLIif,
crepruHbiil, B Habope, B BADHAHTAX HCTIOTHCARS
mo TY 32.50.13-002-97027951 -2023
TpexpaaHbie CMCHHBIC KacCeTH O CKOOKaMH «DHAOKAT Dmenon», ¢ maHol paga ckobok 60 Mm:

- CMeHHan xacceTa (IIBeT 3010TOH), JUIHHA B PACKPHTOM TONOXKCHHH cKOGKH 3,8 MM, umna pana ckobox 60 MM — 1 mrTyxa

000 «A-PTO» ) —

Anpec: 249035, Kanyxcxas o61acTs, I.0. ropos O6HurCK, r OGuunck, xs-n Canossie ysactxn CaMcorobo, A, 29 ﬁ 22.04.2024 ~, 24042203
Anpec mecra BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, Hwh
npowssoacTea: 214107 Jiangsu P.R. China . g s 21.04.2027

Hetoxcaino y( Amiporenno CTeprIbHO, CTEPHAM3AIMA OXCHAOM 3THICHA

VCIOBHA FKCILTYATALIRK: TEMTEPATYPa OKPYXAIOMEro Bo3AyXxa o +10 °C 10 +45 °C, OTHOCHTE/ILHAL BIHUKHOCTS He IOMKHA NPepbimaTs 98% npu TeMneparype nuuoc 35 °C u atmocdep-
Hoe aagienann oT 86 ao 106,7 xlla.

YCROBHS XPAHCHHA: CTIEIMANLHO 0GOpPyAOBAHHLE cKnazm No ycnosuaM rpyninst | (JT) o NOCT 15150, nps emnepatype o1 + S °C a0 + 40 °C u otRocATenbHOR BRaXHOCTH He Gonee

80% npu 25 °C, Ha pacCTOAHUM He MeHee | M OT RATPEBATENLHLIX NPHGOPOB, Z0AHA obecneTHBaATLCA 3ALIMTA OT 3ArPA3HENHit H BOACHCTBHA ArPECCHBHEIX CPEX, 3 TAKKS HAXOXKACHKE B
SAMAMICHROM OT COMMINE MeCTe.

Yrmsauas: Crennepss, GuBir#e 8 IKCIUTYaTAIEH, YTHAMZHPYIOT B MCAHUMKCKHX yapexaennax cornacio CanlluH 2.1.3684-21 no xxaccy oTxonos 5, a cTeniepsl ¢ HCTEKIIHM CPOKOM
XpaHeHHX ¥ / Hny He SMBIINC B YNOTpeGNeHRA — 110 KNACCY 0TX0N08 A.

r 1r““1r “a r 1I'E'!ri1r "
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Annapat cmaBalome-pexymui (crenJep), 0AHOpa3oOBbIi,
CTepHJIbHBIH, B HaOope, B BADHAHTAX HCMOJIHEHHS
no TY 32.50.13-002-97027951 -2023
TpexpaaHbie cMeHHbIE KacCeThl CO CKOOkaMu «DHAOKAT JIIENIOH», C IVIHHOM psana ckobox 60 MM:

— CmeHHas kacceTa (LIBET 30/10TOi), JUTHHA B PacCKpPLITOM MOJI0KEHHH ckoOku 3,8 MM, [utnHa pana ckobok 60 MM — | mTyka
000 «A-PI'O» ) | '
Auapec: 249035, Kanyxckas o6nacts, r.o. ropoa O6HHHCK, r O6HHHCK, kB-n Canosuie yqacTkn CaMcoHOBO, A. 29 ﬁ 22.04.2024 ‘, 240422-04
Anpec mecta OO0 «A-PI'O»w, 249035, Kanyxckas o6a., r. O6HHHCK, kBapTan Canossie yuacTkn CaMcoHOBO, A. 29 ‘ g !
npowssoncTsa: BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 21042027
214107 Jiangsu P.R. China

r

HerokcnuHo X AnuporeHHo CTeprnbHO, CTEPHIH3ALMA OKCHIAOM ITHICHa

YcnoBHA IKCIUTyaTaLMH: TEMNEPATYPa OKpYXKalolero Bosayxa ot +10 °C g0 +45 °C, OTHOCHTENbHaA BIAXHOCT HE JOKHA NpeBbiaTL 98% npH Temnepatype unoc 35 °C 1 atmocdep-
Hoe nasneHun ot 86 no 106,7 xI1a.

YC/I0BHA XpaHeHHA: cleLMansHO 0GopyAOBaHHME CKUlasl Mo ycnosuaM rpynnst 1 (JT) no FOCT 15150, npu Temnepatype ot + 5 °C 1o + 40 °C 1 0THOCHTENLHON BIOKHOCTH He Gonee
80% npu 25 °C, Ha pacCTOAHHM He MeHee | M OT HarpeBaTeNbHLIX MPHGOPOB, N0/MKHA 0GeCneYHBaTLCA 3aIUHUTa OT 3arpA3HEHHIt H BO3NAEHCTB HA arpeCCHBHBIX CPEll, @ TAKXKE HAXOXKACHHE B
3alHLIEHHOM OT COJTHLIA MECTE.

Yrunusauma: Crennepsl, GHBIIHME B IKCIUTYaTalMH, YTHIHIHPYIOT B MEAHLIMHCKHX yupexaeHusx cornacHo CanlTuH 2.1.3684-21 no knaccy 0Txo08 B, a cTeniepbl € HCTEKIIMM CPOKOM

XpaHEHHUA ¥ / WK He GuiBIHe B ynoTpe6neHnu — no Kiiaccy oTXo08 A.

© 4 0me XA
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MaKeT MapKNpOBKN MHAUBMAYaNbHO YNaKOBKM 3HA0CKOMMUYECKOr0 IMHEHOTO0 CLUKBalOLLe-peXxyLlero annapata (ctennepa) «3HA0KaT KoBuaneH»

Annapar cLinBaroLLe-pexyLnin (crennep), 04HOPa30BbIin,
CTepunbHbINA, B Habope, B BapuaHTax UCNOTHEHUS
no TY 32.50.13-002-97027951 -2023
SHAOCKOMUYECKUI NTUHENRHBINA CLUMBatOLLLE-peXYL WA annapaT (cTennep) «dHAoKaT KoBuaneH», KOPOTKuii (289 Mm) - 1 wTyKa

Agpec: 249035, Kanyxckas o6nacTb, r.0. ropog O6HMHCK, r O6HUHCK, KB-N CafoBble y4acTKu CaMCOHOBO, 4. 29 S— . 240422-05

Agfpec mecTa BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town. Xishan District, Wuxi City, m ~

L *»
npoussoacTea: 214107 Jiangsu P.R. China 21040027

HeTokcn4yHo ANUpPoOreHHo CTepunbHoO, CTepunan3aLmsa OKCULOM 3TUEHA

Ycnosua akcnyaTtauuu: TemnepaTtypa okpyarouwiero sosgyxa o1 +10 °C go +45 °C, oTHOCMTeNbHasA BNaXHOCTb He fO/MKHA npesbiwats 98% npu Temnepatype naoc 35 °C u atmo-
chepHoe faBneHumn ot 86 go 106,7 kMa.

YCcnoBua XpaHeHus: cneumnanbHo 060pyAoBaHHbIe cknafbl Mo ycnosuam gynnbl | (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 ®C 1 0OTHOCUTENbHOI BNAXHOCTW He 6onee
80% npwu 25 °C, Ha pacCToSAHUM He MeHee 1M OT HageBaTeNbHbIX NPMOOPOB, LOMKHA 06ecneYnBaThCs 3awWmMTa OT 3aPA3HEHNA 1 BO34ENCTBMA atheCCUBHbLIX CPeA, a TaKXKe HaxoXeHune
B 3allMLEHHOM OT CO/IHLA MecCTe.

YTunusauns: Ctennepsbl, 6bIBlUNE B IKCNAyaTaLumn, yTUANIUPYIOT B MEAULUHCKUX yupexaeHunax cornacHo CaHlMuH 2.1.3684-21 no knaccy oTXof0B b, a cTensiepbl ¢ UCTEKLWIUM CPOKOM
XpaHeHus n / unn He 6biBLLIME B YNOTPE6NEHNN - MO KNaccy 0TX040B A.

2Y NO oo, oT. )K
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Annapar cluvBaroLLe-pexyLLnii (ctennep), 04HOPa30BbIN,
CTEpPUNbHbIN, B HA6Ope, B BapuaHTax UCMNOIHEHUA
no TY 32.50.13-002-97027951 -2023
JHA0CKONMMYECKNI NUHEVHBIN CLUMBatOLLLe-peXyLW M annapat (ctennep) «3HA0KAT KoBuaneH», KOpoTKuiA (289 mm) - 1wTyKa

m 000«A-PI0O» A
m | Apjpec: 249035, Kanyckast 06nacTb, r.0. ropog O6HUHCK, I O6HUHCK, KB-1 CafoBble y4yacTkn CamMCOHOBO, 4. 29 I"vi] 22.04.2024 240422-06

Appec mecta OO0 «A-PIO», 249035, Kanyxckaa 06., r. O6HMHCK, kBapTan CagoBble y4acTkm CaMCOHOBO, 4. 29
npounssoacTea: BM Medical Technology Co., Ltd. No. 11, Nancun Industrial Park, Yangjian Towti, Xishan District, Wuxi City,
214107 Jiangsu P.R. China

2 21.04.2027

HeToKCMYHO ANUPOreHHo CTepunibHO, CTEPUIN3ALMA OKCULOM 3TUNEHA

YcnoBua akcnayatayuu: TemnepaTtypa oKpy»karouwero sosgyxa ot +10 ®&C go +45 °C, oTHocuTeNbHasd BNaXHOCTb He LO/HKHa npesbiwaTte 98% npu Temnepartype natoc 35 °C n aTtmo-

cthepHoe faBneHuun ot 86 go 106,7 kMa.
YCnoBusa XpaHeHUs: cneunansHo 060py0BaHHbIe CKnadbl No ycnosuam rpynnel ! (J1) no TOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENbHOW BNaXXHOCTU He 6onee

80% npwu 25 °C, Ha paccTOsiAHUM He MeHee 1 M OT HarpeBaTe/bHbIX NPUOOPOB, A0MKHA 06ecneynBaThCs 3aliMTa OT 3arpsA3HEHN 1 BO3AeNCTBUS a)eCCUBHBIX CPef, a TaKKe Hax0XAeHue

B 3aLLMLLEHHOM OT CO/HLA MecTe.
YTtununsauus: Ctennepsbl, 6biBLINE B IKCNAyaTaLumM, YTUANIUPYIOT B MEAULMHCKNX yUupexaeHusax cornacHo CanlunH 2.1.3684-21 no knaccy 0TxX0f4oB b, a cTennepbl ¢ NCTEKLWIUM CPOKOM

XpaHeHusi U/ unu He GbiBLIVE B YNOTPe6NEHNM - MO K/accy 0TXo40B A.

PYNe .o oT. Cl/l LIJ A
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MaKeT MapKUPOBKM MHAMBUAYANbHON YNaKOBKM KacCeTbl CO CKOOKaMn «QHAoKaT KoBuaneH»

Annapart clmBatoLwe-pexyLunii (ctensep), 04HOPa30BbINA,
CTepMﬂbelﬁ, B Ha6ope, B BapuaHTax NCNoJIHEHUA
no TY 32.50.13-002-97027951 -2023
TpexpsaHble CMEHHbIE KacCeTbl CO CKOOKaMy «QHA0KAT KoBuaneH», ¢ ANNHON psiaa CKOG60K 60 MM:
- CwmeHHas KacceTa (UBET (PMOMETOBBII), AMHA B PACKPBLITOM MONOXEHUN CKOOKN BHYTPeHHWI psg 3,0 MM, cpeaHunii pag 3,5 MM, BHeLWHWI psg 4,0 M,
ANMHa paga cKobok 60 mm - 1 wTyka

Al 00O «A-PIO» " 22.04.2024 [17240422-07
Apnpec: 249035, Kanyxckas o6nactb, r.o. ropof O6HUHCK, r O6HUHCK, KB-n CafoBble yyacTku CamcoOHOBO, 4. 29 '
Agpec mecTa BM Medical Technology Co., Ltd. No.ll, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 214107 r .04.2027
npoussogcTea:  Jiangsu P.R. China N
HeTokcnuHo ANnPOreHHo CTepunbHO, CTEPUIN3ALINA OKCUAOM 3TU/eHa

Ycnosus akcnyaTauuu: TemnepaTypa OKpyxatouiero sosgyxa ot +10 °C go +45 °C, oTHOCMTeNbHAsA BNaXHOCTb He A0/DKHA npeBbiwatb 98% npu TemnepaType natoc 35 "C n atmocdep-
Hoe faBneHun ot 86 go 106,7 kMa.

YcnoBua xpaHeHuns: cneynanbHo 060pyAoBaHHbIe cknadbl No ycnosuam rpynnbl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENIbHON BAAXHOCTW He 6onee
80% npwu 25 °C, Ha pacCTOAHUM He MeHee 1M OT HadeBaTeNbHbIX NPMOOPOB, A0/MKHA 06ecneunBaThbCs 3aWmMTa OT 3aA3HEHNIA 1 BO3AEACTBMA aheCCMBHbLIX Cpej, a TaKXKe HaxoxaeHue
B 3alMLLEHHOM OT CO/IHL,A MecTe.

Ytunnsayua: Ctennepsl, 6biBLIME B 3KCNAyaTauun, YTUANIUPYIOT B MEANLNHCKUX YupexaeHusx cornacHo CaHlMuH 2.1.3684-21 no knaccy oTX040B b, a cTenniepbl ¢ UCTEKLW MM CPOKOM
XpaHeHus n / nnm He 6bIBLIKE B ynoTpebneHny - No Knaccy oTxofoB A.

PY No .o oT.
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AnnapaT clunBaloLLLe-pexyLnin (ctennep), o4HOPa3oBblIii,
CTePUNbHbINA, B Habope, B BapuaHTax UCMOTHEHUS
no TY 32.50.13-002-97027951 -2023

TpexpagHble CMEHHbIe KacCeTbl CO CKOOKamMmn «IAH0KaT KoBuaneH», ¢ AIMHON psaja CKO60K 60 MMm:
-CMeHHas kacceTa (LBeT (pMOIeTOBbIN), A/IMHA B PACKPbITOM MOMIOXEHUN CKOOKM BHYTPeHHWIA pag 3,0 MM, cpeaHunin pag 3,5 MM, BHewwHWI pag 4,0 M,
[ANHa psga ckobok 60 mm - 1 WwTyKa

000 «A-PIO»

Agppec: 249035, Kanyxckaa o6nactb, r.0. ropog O6HUHCK, I O6HUHCK, KB-n CafoBble y4acTku CaMCOHOBO, 4. 29
Appec mecTa 000 «A-PIr'O», 249035, Kanyxckas 06n., r. O6HMHCK, KBapTan CagoBble yyacTkun CamMCOHOBO, 4. 29

nNpon3BOACTBaA: Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 214107
Jiangsu P.R. China

22.04.2024 240422-08

2 21Db4.2027

HeToKcM4HO AnNunporeHHo 1™A CTepusibHO, CTepuan3aLms OKCUAOM 3TUNEHA

YcnoBua akcnayatayuu: Temnepatypa okpyxawouiero so3gyxa ot +10 °C go +45 °C, oTHoCUTeNbHasA BNaXHOCTb He A0/MKHA npeBbiwaTs 98% npu Temnepatype natoc 35 °C n atmochep-
Hoe faBneHuun ot 86 o 106,7 klMa.

YCcnoBus xpaHeHus: cneymanbHo 060pyaoBaHHble cknafbl no ycnosusm dynnsl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C o + 40 °C 1 OTHOCUTENIbHO BNXXHOCTU He Gonee
80% npm 25 °C, Ha pacCToAHMM He MeHee 1 M OT HarpeBaTeNbHbIX MPUBOPOB, JO/KHA 06ecneunBaTLCA 3aliuTa OT 3arpsA3HEHN 1 BO3LENCTBUS arpecCuBHbIX CPef, a TakKe HaXOXAeHne
B 3alULLEeHHOM OT CO/IHLA MecTe.

YTunuzauus: Ctennepsl, 6biBlUKXE B 3KCNAyaTayuu, YTUIM3NPYIOT B MEAULMHCKNX yupexaeHnax cornacHo CaHlMuH 2.1.3684-21 no knaccy 0Txo4o0B b, a ctennepsl ¢ NCTEKLWIMM CPOKOM
XpaHeHua u / unu He bGbiBLLKE B YNOTPe6IEHUN - N0 Knaccy 0TX040B A.

PY No e oT. Da A
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MakeT MapKMpPOBKM WHAMBUAYaANbHON YNAaKOBKN NMHEHOTO CLUMBaOLLe-pexyLlero annaparta (ctennepa) «OnaHKaT 1» ANns OTKPLITOR XUpyprum

Annapat cluunBalLLe-pexyLnin (ctennep), ogHOPa3oBbIN,
CTepU/bHbINA, B Habope, B BapuaHTax UCNOMHEHNS
no TY 32.50.13-002-97027951 -2023
JInHeHbIN clumBaroLWe-pexyLwmii annapat (ctennep) «OnNaHKaT 1» 4NA OTKPLITON XUPYPruv AnnHHbIA (100 MM) ¢ npeaycTaHOB/IEHHOW ABYXPALHOM
KacceToi co CKobKamu, LiBET 3e/1eHbll, BbICOTa CKOOKM 4,8 MM - 1 WITyKa

I 00O «A-PIO» A
m | Agpec: 249035, Kanyxckas o6nactb, r.0. ropog O6HuHCK, r O6HUHCK, KB-/1 CafoBble y4yacTku CaMCcOHOBO, A. 29 22.04.2024 240422-09
Afpec mecTa BM Medical Technology Co., Ltd. No.l I, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 2 21 04.2027
wm. '

npomssoacTBa: 214107 Jiangsu P.R. China

HeToKCUYHO AnNnporeHHo CTepunibHO, CTEPUAM3ALMSA OKCULOM 3TUNEHA

YcnoBua akcnayatayuu: TemnepaTtypa okpyxxarolero sosgyxa ot +10 ®&C go +45 ®C, 0OTHOCUTENIbHAA BNAXXHOCTb HE A0/MKHa npeBbiwaTt 98% npu Temnepatype natoc 35 °C 1 aTMo-

cthepHoe faBneHuun ot 86 go 106,7 kMa.
YcnoBua XpaHeHUs: cneuunanbHo 060pyaoBaHHbIe cknafbl no ycnosusam rpynnsl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENbHOMN BNaXHOCTK He 6onee
80% npu 25 °C, Ha pacCTOAHMM He MeHee 1M OT HarpeBaTe/bHbIX NPMOOPOB, A0/MKHA 06ecneynBaTbCA 3aWiMTa OT 3arPA3HEHNA N BO3LENCTBUA arpecCuBHbIX Cpef, a TakXKe HaxoXxieHue

B 3allMLLEeHHOM OT CO/IHLa MecTe.
YTtunusaumua: Ctennepsl, 6biBLIME B 3KCNAyaTauun, yTUAU3MPYIOT B MeAULMHCKUX YupexaeHusax cornacHo CaHlMuH 2.1.3684-21 no knaccy oTxoAo0B b, a ctennepbl ¢ UCTEKLW UM CPOKOM

XpaHeHua u/ unn He GbiBLINE B YNOTPEGNEHUN - MO Knaccy 0TX0A0B A.
r T n r v/
M ® Ww .

r . n -»T o

PV X. o TR {8§) .® .
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Annapart cwuBarLe-pexywunii (ctennep), o4HOPa3oBbIN,
CTEePUNbHbLINA, B Habope, B BapnaHTax UCNOHEHUSA
no TY 32.50.13-002-97027951 -2023
JInHeRHbIl cwmBatoLe-pexyLnin annapat (ctennep) «OnNsHKaT 1» ANA OTKPbITON XUPYPrum AnnHHbIA (100 MM) € npefyCTaHOBNEHHONW ABYXPAAHOM
KacceTol cO ckobKamu, LBeT 3e/1eHbll, BbiCOTa CKOOKM 4,8 MM - 1 WwTyKa

000 «A-PIO»

Appec: 249035, Kanyxckaa o6nacTb, r.0. ropog O6HUHCK, r O6HMHCK, KB-N CafoBble y4yacTkm CaMCOHOBO, 4. 29
Appec mMecTa 00O «A-PIrO», 249035, Kanyxckas 06:., r. O6HNHCK, kBapTan CafoBble yyacTku CamcoHOBO, 4. 29
npoussoactea: BM Medical Technology Co., Ltd. No.Il, Nancun Industrial Park, Yangjian Town, Xishan District. Wuxi City,

214107 Jiangsu P.R. China

d i 22.04.2024 240422-10

2 21.04.2027

HeTokcnyHO ANNPOreHHo CTepuibHO, CTEpUIN3aLNA OKCMOM 3TUNEHA

Ycnosus akcnnyaTauumn: TemnepaTtypa oKpy»Karouiero sosgyxa ot +10 ®C go +45 °C, oTHOCUTe/NbHAA BNAXHOCTb He JO/KHA npesbiwaTh 98% npu Temnepatype nawc 35 ®C u atMmo-

cthepHoe pasneHun ot 86 fo 106,7 klMa.

YcnoBus xpaHeHus: cneymanbHo 060pyaoBaHHble cknafbl no ycnosusm rpynnsl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C M OTHOCMTE/IbHOW BNaXHOCTW He 6osiee
80% npwu 25 °C, Ha paccTofHMM He MeHee 1M OT HadeBaTeNbHbIX NPUHBOPOB, AO/MKHA 06ecneymBaTbCs 3alnTa OT 3aA3HEH NI 1 BO3AECTBUS aDeCCUBHbBIX Cpef, a TakKe HaxoXAeHue
B 3alMLLEHHOM OT COMHLA MecTe.

YTtunusaymusa: Ctennepsl, 6biBLIME B IKCNAyaTaLum, yTUANIMPYIOT B MeAULMHCKUX YupexaeHnsax cornacHo CanlMuH 2.1.3684-21 no knaccy 0TXof40B b, a cTennepbl ¢ UCTEKLIMM CPOKOM

XpaHeHua 1/ nau He 6bIBLLIKE B ynodebaeHMn - Mo Knaccy 0Txoqos A.

n 1.

PY Ne (oo oT. ,/> . ® [%. O A
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MakeT MapK1pPOBKM UHAUBMUAYANbHOW YNaKOBKM KacCeTbl CO CKOGKaMM «OnaHKaT 1»

Annapart cwuBaroLwe-pexyLunii (ctennep), o4HOPa3oBbIN,
CTEePUNbHbLIN, B Habope, B BapMaHTax UCNOSIHEHUSA
no TY 32.50.13-002-97027951 -2023
[BYXpsAfHble CMEHHbIe KacCeTbl CO CKOOKaMn «OnaHKaT 1», ¢ 4ANHOI paga cko6ok 100 mm:
- CwmeHHas KacceTa (LBET 3eneHblii), BbiCOTa CKOOKM 4,8 MM - 1 WITYyKa

o "1
m 000 «A-PIO»
m | Agpec: 249035, Kanyxckas 061acTb, r.0. ropos O6HUHCK, I O6HUHCK, KB-N CajoBble yyacTku CaMCOHOBO, f. 29 22.04.2024 240422-11
Afpec mecTa Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 5 21042077
MpPON3BOACTBA: 214107 Jiangsu P.R. China Rk
HeTokcn4yHo AnuporeHHo CTepuibHO, CTEpUIN3aLNA OKCMAOM 3TUeHA

Ycnosua aKcnyaTauum: TeMmnepaTypa okpyxarowero sosgyxa ot +10 °C go +45 °C, oTHocuTeNIbHas BXXHOCTL He Jo/mKHa npesbiwatb 98% npu Temnepatype natoc 35
1 aTMochepHoe fasneHmn ot 86 go 106,7 KlMa.

YcnoBusi  XpaHeHusi:  cneyuanbHO  060pyfoBaHHble Cknadbl Mo ycnosusm  rpynnbl 1 (J) no FOCT 15150, npu Temnepatype ot + 5 °C o

+ 40 °C 1 0THOCMTENbHOIN BNaXXHOCTM He 6onee 80% npu 25 °C, Ha pacCTOSHUM He MeHee 1M OT HarpeBaTeflbHbIX NPMOOPOB, A0MKHa 06ecneunBaTbCA 3almTa OT 3arpsis-

HEHWI 1 BO3LENCTBMA arpecCUBHbIX Cped, a TakkKe HaXOX/eH e B 3alMLLEHHOM OT COJIHLA MeCTe.

Ytununsauus: Crennepsbl, ObiBLUVE B IKCMyaTauun, YTUINSUPYIOT B MEAULMHCKUX yUpexxaeHuax cornacHo CanlNlunH 2.1.3684-21 no knaccy OTX0fo0B b, a ctenneps! ¢

NCTEKLIMM CPOKOM XpaHeHus 1 / unu He 6biBLUME B YNOTPE6IEHUN - MO K/1acCy 0TX0L0B A.

X A

PYNo ..o, OoT.
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Annapart clwuBalLe-pexyLnii (ctennep), o4HOPa3oBbIN,
CTepU/bHbIN, B Habope, B BaApnaHTax UCNOSIHEHNUSA
no TY 32.50.13-002-97027951 -2023
[BYyXpsiHble CMEeHHble KacCeTbl CO CKoOOKaMy «On3aHKaT 1», ¢ ANMHOI psga ckobok 100 mm:
- CwMeHHas kacceTa (UBeT 3e/ieHblli), BbicOTa CKOOKM 4,8 MM - 1 WITyKa

I 000 «A-PIO»
m | Agpec: 249035, Kanyxckas 06nactb, r.0. ropog O6HuHCK, T O6HMHCK, KB-1 CagoBble yyacTkm CamMcoHOBO, 4. 29

00O «A-PIO», 249035, Kanyxckasa 06., r. O6HuHcK, kBapTan CagoBble yyacTku CamMCcOHOBO, 4. 29
Afpec mecTa BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, .2.21.04.2027
nponssoacTBa: 214107 Jiangsu P.R. China

22.04.2024 1™ 240422-12

HeTokcu4yHO ANUPOreHHo —®1 CTrepunbHo, cTepunmnsalns OKCULOM 3TUNEHA

L J b

Ycnosusa akcnnyataumm: TeMnepaTypa okpyxatowlero Bosgyxa ot +10 °C go +45 ®C oTHOCcKTe/IbHAs BNXKHOCTb He A0/HKHA npeBblwaTb 98% npu Temnepatype natoc 35
°C n aTmocdepHoe faBneHunmn ot 86 o 106,7 klMa.

YCnoBusi  XpaHeHusi:  creynansHO 060pyfoBaHHble CKnagbl no  ycnosusim  rpynnel 1 (JT) no FOCT 15150, npu TemnepaType oT + 5 ®C po
+ 40 °C 1 0THOCUTENbHOW BNaXKHOCTU He 6051ee 80% npu 25 °C, Ha pacCTOSAHUKN He MeHee 1M OT HarpeBaTe/lbHbIX MPUOOPOB, A0/MHKHA 06eCneUnBaTbCS 3awmMTa oT 3arpss-
HEHWIN 1 BO3LENCTBMA arpecCUBHBIX Cped, a TakxKe HaX0X/eH e B 3alMLLEHHOM OT COJIHLA MeCTe.

Ytunuzaums: Ctensniepsbl, ObiBLLUME B 3KCMyaTauun, YTUANSUPYIOT B MEAULMHCKUX yupexaeHusax cornacHo CaHlMuH 2.1.3684-21 no knaccy 0TxXo4oB b, a ctennepsbl €
MCTEKLUMM CPOKOM XpaHeHWs 1/ unn He GbiBLIVE Ir3yI'IOTTper6erqu/Il/Ir— M0 KNaccy 0TX0fi08 A . . .

® na 6» A

PY No ..covvvvvviiee, OoT.
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MakeT MapK1pPOBKM NOTPEOUTENbCKON YNaKOBKM 3HAOCKOMMYECKOTO IMHEHOTO CLUMBAKOLLE-PEXYLLEr0o annapaTta (cTennepa) «HA0KAT JLIENOH»

Annapart clumnBarLe-pexyLmnii (ctennep), 04HOPa30BbI,
CTEePU/IbHbIN, B Habope, B BapuaHTax UCNOSIHEHUSA
no TY 32.50.13-002-97027951 -2023
JHAOCKONUYECKUIA IMHERHBIN ClLUMBalOLWEe-peXyYLW Nl annapat (ctennep) «QHAOKAT JWeNIoH», cTaH4apTHbIN (340 MM) C HECHLEMHON BEPXHe bpaHLuei

ANMHOM 60 MM - 1 WTyKa

" | 000 «A-PIO> 22.04.2024 240422-01
Ll Agpec: 249035, Kanyxckas o6nacTb, r.0. ropog O6HUHCK, I O6HUHCK, KB-n CafoBble yyacTku CamcoHOBO, 4. 29 T .

Apfpec mecTa BM Medical Technology Co., Ltd. No.ll, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,

npoussoacTea: 214107 Jiangsu P.R. China S 21.04.2027

YcnoBus aKcnyaTauum; Temnepatypa OKpyXarulero Bozgayxa o7 +10 °C go +45 °C, oTHOCMTe/IbHas BAAXHOCTb He [J0/KHA NpeBbiwaTth 98% npu Temnepatype nioc 35 °C 1 aTMo-

cthepHoe gasneHun oT 86 go 106,7 kla.
YcnoBus xpaHeHus: cneymanbHo 060pyaoBaHHble cknagbl no ycnosmam rpynnsl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 ®C 1 0THOCMTENbLHOI BNaXHOCTK He 6onee

80% npw 25 °C, Ha pacCTOSHMU He MeHee 1M OT HarpeBaTe/lbHbIX NPUMGOPOB, AOMKHA 06ECMeUMBaTLCS 3alMTa OT 3arps3HeHni 1 BO3AeNCTBUA arpecCUBHbIX CPE, a TaKXKe HaX0XAeHne

B 3allMLLeHHOM OT CO/IHLa MecTe.
YcnoBus TpaHCMOPTUPOBaHMA: TemMnepaTypa OKpy>atoLero Bo3gyxa oT - 50 °C go + 50 °C v oTHOCMTe/IbHas BNaHOCTb He 6onee 100% npu 25 °C, TpaHCMOPTUPOBaHNE OCYLLECTBNATh

BCEMM BUaMW KPbITOro TpaHCMOpPTa, MPU YCNOBUMW MUX 3aLLMThl OT 3arpA3HEHU 1 MEXaHUYECKNX NOBPEXAEHNIA.
YTtunusaymusa: Ctennepsl, 6biBlUIME B 3KCNAYyaTaLuUu, YTUAU3UPYIOT B MEAULUHCKUX YUpexaeHnax cornacHo CanlMuH 2.1.3684-21 no knaccy oTxof0B b, a cTennepbl ¢ UCTEKLINM CPOKOM

XpaHeHWs U/ UNu He 6bIBLUME B YNOTPEGIEHMU - MO K1accy 0TX040B A.

HeToKCMYHO ANVPOreHHo CTepunbHO, CTEepMAN3aL M OKCUAOM 3TUNEeHA

®'. + ' .®@. t® [0, x A
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Annapart clumBaloLLe-pexyLuLnii (ctennep), 04HOpPasoBbIii,
CTepUNbHbIN, B Habope, B BapuaHTax UCNOMHEHUSA
no TY 32.50.13-002-97027951 -2023
DHAOCKOMNYECKNIA NNHENHbIN CLUMBatOLLLE-peXYLLMIA annapaT (cTennep) «QHAOKAT LIeNoH», CTaHAapTHbIA (340 MM) C HECbEMHOIT BepXHE GpaHLuel

AAVHOK 60 MM - 1 1WTyKa

m 00O «A-PI'O»
WA  Agpec: 249035, Kanyxckas 06nacTb, r.0. ropog O6HUHCK, T O6HMHCK, KB-1 CagoBble yyacTkn CaMCOHOBO, 4. 29
Appec mecTa 000 «A-PIrO», 249035, Kanyxckas 06n., r. O6HMHCK, KBapTan Cagosble yyacTkn CamCOHOBO, 4. 29
npoussogctea: BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,
214107 Jiangsu P.R. China

(WT] 22.04.2024 240422-02

2 21.04.2027

Ycnosua akcnnyatauumn: Temnepatypa okpyxxarwouiero so3gyxa ot +10 °C go +45 °C, oTHOCUTeNIbHAA BIaXXHOCTb He A0/HKHA npesbiwats 98% npu Temnepatype naoc 35 °C 1 aTMo-

cthepHoe pgaBneHun oT 86 go 106,7 klMa.
YcnoBus xpaHeHus: cneymanbHo 060pyoBaHHble cknagbl no ycnosuam dynnbl 1 (/1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENIbHOI BNXHOCTU He 6onee

80% npwm 25 °C, Ha paccTOSHUM He MeHee 1 M OT HatheBaTeNbHbIX NPUBOPOB, LOMKHA 06ECNeYnBaThCs 3allnTa 0T 3aA3HEHUI 1 BO3AeiicTBUA adecCUBHBIX CPef, a TAaK)Ke HaxoXAeHune

B 3alUMLLUEHHOM OT COJIHLA MecTe.
YcnoBus paHCNOPTUPOBaHUA: TeMMnepaTypa OKpy»Xxatwero Bo3ayxa o7 - 50 °C go + 50 °C n oTHOCUTeNbHas BlaXHoOCTb He 60nee 100% npu 25 °C, TpaHCNOPTUPOBaHWE OCYLLECTBNATL

BCEMMW BMAAMM KPbITOrO TPaHCMOpPTa, MPU YCA0BMU WX 3alUTbl OT 3aA3HEHUI N MeXaHNYECKNX NOBPEXEeHNI.
YT1unuzauus: Ctennepsbl, 6biBLINE B 3KCNyaTauumn, yTUIN3MPYOT B MEAULMHCKUX YupexaeHusax cornacHo CanlMuH 2.1.3684-21 no knaccy oTxofoB b, a cTennepsl ¢ UCTEKLWINM CPOKOM

XpaHeHMs W/ Unu He GbiBLWIKE B YNOTPEBIEHUN - MO K/1accy 0TX040B A.

HeTokcn4yHoO AnNUporeHHo CTepunbHoO, CTepunmn3aLnsg OKCUAOM 3TU/EHA

'®" 'f' "t LU ® w "A
PYNe o oT.
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MakKeT MapK1POBKMN NOTPEGMTENbCKOW YNaKOBKM KaCcCeTbl CO CKOBKAMN «QHAO0KAT JLIENoH»

AnnapaT clunBaKLLe-pexyLLnii (ctennep), 04HOPa30BbIiA,
CTepUNbHbIN, B Habope, B BapnaHTax UCMOSTHEHNS
no TY 32.50.13-002-97027951 -2023
TpexpsaHble CMEHHbIE KacCeTbl CO CKOOKamMn «QHAOKAT DLIENOH», C AMHON psada CKO6oK 60 MMm:
- CwmeHHas KacceTta (4BeT 3010TOW), AMHA B PACKPbITOM MONOXEHUN CKOBKKU 3,8 MM, ANnHa psAfa CKO60K 60 MM - 12 wTykKa

= 000 «A-Pr0» 22.04.2024 LOT 240422-03
wll Appec: 249035, Kanyxckas ob6nacTtb, r.0. ropog O6HUHcK, r O6HUHCK, KB-n CafoBble y4acTku CaMCOHOBO, 4. 29 =
Agpec mecta  BM Medical Technology Co., Ltd. No.I 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, "m "n

npomussogcTea: 214107 Jiangsu P.R. China 04.2027

YcnoBua akcnayatauumn: Temnepatypa okpyxatouiero sosgyxa ot +10 °C go +45 °C, oTHOcUTeNbHas BNaXXHOCTb He J0/MKHa npeBbilwaTh 98% npu Temnepatype natoc 35 °C n atmocdep-

Hoe gasneHumn o1 86 o 106,7 kMa.
YcnoBus xpaHeHus: cneynanbHO 060pyAoBaHHbIE CKNagbl No ycnosuam @ynnel 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENbHOW BNaXHOCTW He 6onee

80% npu 25 °C, Ha paccTosHUM He MeHee 1 M OT HadheBaTe/IbHbIX NPMGOPOB, AO/MKHA 06ecneunBaTbCs 3aluTa OT 3aA3HEHNIA 1 BO34eiicTBUA aeCCUBHbBIX CPeJ, a TakKe HaxoXaeHue

B 3aLliMLLEeHHOM OT CO/HLa MecTe.
Y cnoBus TpaHCMOPTMPOBAHUA: TeMMepaTypa okpyxakwero so3gyxa ot - 50 °C go + 50 °C 1 0THOCMTeNbHAsA BAAXHOCTb He 60nee 100% npu 25 @C, TpaHCNOPTUPOBaHME OCYLLECTBAATh

BCEMW BMAAMMW KPbITOr0 TPaHCNOPTa, NPU YCNOBMMN KX 3anTbl OT 3aDA3HEHNIA 1 MEXaHWYECKUX MOBPEXAEHWA.
YT1unusauus: Ctennepsl, 6biBLIME B 3KCNAyaTaymm, yTUAN3MPYIOT B MEAULMHCKUX yUupexaeHnax cornacHo CanlNuH 2.1.3684-21 no knaccy oTxo4oB b, a cTennepsbl ¢ UCTEKLIMM CPOKOM

XpaHeHusa n/ nnu He 6GbiBLLIKE B YNOTPEGNEHUN - MO Knaccy 0TX0A0B A.

HeTtokcuuHo ANUPOreHHo 1"»A CTepuibHO, CTEpUAN3aLnA OKCULOM 3TUNEeHa

PY No i, oT.
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Annapar cmrBaome-pexymuii (creniep), oanopasosblii,
CTepH/IbHBIIA, B Habope, B BADHAHTaX HCNOJIHEHHS
mo TY 32.50.13-002-97027951 -2023
Tpexpaaubie CMEHHBIE KacCeThl CO CKOOkaMH «DHAOKAT DIIeNIOH», C JVIHHOM pana ckobok 60 MM:

— CwmenHas Kaccera (LBET 30J10TO#), JUITHHA B PaCKPBHITOM MOJI0XKEHHH cKobku 3,8 MM, uMHa pana ckobok 60 MM — 12 mTyka
000 «A-PT'O» " a —
Aapec: 249035, Kanyxckas o6nacts, r.o. ropoa O6HuHCK, r O6HRHCK, kB-n1 CanoBbie yuactkn CaMcOHOBO, 4. 29 ‘ﬁ‘ 22.04.2024 ~, 240422-04
Anpec mecta 00O «A-PI'O», 249035, Kanyxckas 06:., r. O6uusck, ksapran Canossie ydactku CaMcOHOBO, 4. 29
npoussoactea: BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,
214107 Jiangsu P.R. China

: g : 21.04.2027

VcnoBua IKCIUTyaTallii: TEMNEpaTypa oKpyXaouero sosayxa ot +10 °C o +45 °C, 0THOCHTeNbHAA BIAXHOCTD HE I0/DKHA npeBbimats 98% npu remneparype numoc 35 °C u atmocdep-
Hoe aaBneHHK ot 86 no 106,7 xIa.

YCnoBHA XpaHEeHHA: CTICLHaNbHO 06opyaoBaHHbBIE cknaas no ycnosuaM rpynms | (JI) no FOCT 15150, npu remnepatype ot + 5 °C 0 + 40 °C 1 oTHOCHTENBHO BIaXHOCTH He Gonee
80% mipn 25 °C, Ha pacCTOAHHH HE MeHee | M OT HarpeBaTeNbHBIX NPHGOPOB, N0/MKHA 06ECNEYHBATLCA 3AIIHTA OT 3arpA3IHEHHHA H BO3ICHCTBHA arpecCHBHBIX Cpell, 8 TAKKE HaXOXACHHE
B 3aLIMIICHHOM OT COJIHLIA MECTE.

YcN0BHA TPaHCTIOPTHPOBAHHA: TEMIIEPaTypa OKpYXaiouero Bo3ayxa oT — 50 °C 1o + 50 °C u oTHOCHTEAbHAA BIaXHOCTS He Gonee 100% npu 25 °C, TpaHCNOPTHPOBAHHE OCYLIECTBAATS
BCEMH BHIAMH KPLITOrO TPAHCNOPTA, NPH YCAOBHH HX 3aIIHTH OT 3arPA3IHCHHA H MEXaHHYECKHX MOBPEXACHUHA.

Yrunuzauna: Crennepsi, GhiBIIKE B IKCIUTyaTaLNH, YTHAHIHPYIOT B MEIHLIMHCKHX yupexacHuax cornacHo CanlIuH 2.1.3684-21 no xnaccy orxonoB b, a crennepsi ¢ HCTEKIIHM CPOKOM
XpaHeHHA ¥ / Wi He GbIBUIHE B YNOTPEGNICHHH — MO K1acCy OTX0N0B A.

'S

HetokcHuno X AnHPOreHHo CTepHIbLHO, CTEPHAN3ALHA OKCHAOM ITHICHa

B + [N

(4 - L4 o Y . + r - r A} L4 - L3 A}
@ a ® ;

I‘ m A
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MakeT MapKUPOBKN NOTPEGUTENLCKOW YNaKoBKM 3HAOCKONUYECKOTO TMHENHONO CLUMBAlOLLe-PexyLLero annapata (ctennepa) «3HA0KaT KoBuaneH»

AnnapaT cluMBaroLe-pexyLmnii (ctennep), 04HOPa30BbIN,
CTepunbHbIi, B Habope, B BapuaHTax UCMNONHEHNS
no TY 32.50.13-002-97027951 -2023

SHA0CKONUYECKNIA NUHERHbIM CluMBatOLLLe-peXYLL WA annapaT (cTennep) «3HAoKaT KoBuaneH», KOpoTKuii (289 mm) - 1wtyka

m 00O «A-PIO» A
LW | Apgpec: 249035, Kanyxckas 06nactb, r.0. ropog O6HuHcK, r O6HUHCK, kB-n CafoBble y4acTku CaMCOHOBO, 4. 29 22.04.2024 240422-05

Afpec mecTa BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,
npoussoacTBa: 214107 Jiangsu P.R. China

21.04.2027

YcnoBua akcnayataynu: TemnepaTtypa okpyxakouwero sosgyxa ot +10 °C go +45 °C, oTHOCUTEeNbHAA BIAXXHOCTb He [0J/DKHA npeBbiwaTe 98% npu temnepatype natwc 35 °C n aTmo-

cthepHoe fasneHun ot 86 go 106,7 kla.
YcnoBus xpaHeHus: cneymanbHo 060pyaoBaHHbIe cknafdbl Mo ycnosusm rpynnbel 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C fo + 40 °C 1 OTHOCUTENbHOI BNaXHOCTK He 6onee

80% npwu 25 °C, Ha pacCTOAHNMN He MeHee 1M OT HarpeBaTeNbHbIX I'Ipl/l60pOB, AO/MKHa obecneumBaTbCs 3alunTta oT 3&Fpﬂ3HeHMI7I n BOB,CI,EI‘/IICTBI/IFI arpeccuBHbLIX cpef, a TakXe HaxoXXaeHue

B 3aLUMLLUEHHOM OT CO/IHLIa MecTe.
YcnoBua TpaHCMOPTMPOBaHUA: TeMNepaTypa OKpyXXakLwero so3gyxa ot - 50 ®C o + 50 ®C 1 0THOCUTeNIbHasA BNaXHOCTb He 60ee 100% npu 25 °C, TpaHCNOPTUPOBAHME OCYLLECTBAATb

BCEMW BUAAMMN KPbITOrO TPAHCMOPTa, NPU YCI0BUMN UX 3alWnTbl OT 3arpsA3HEHNN N MeXaHNYECKUX MOBPEXAEHWIA.
YTtunusaumsa: Ctennepsbl, 6biBLIME B 3KCNAyaTaLum, yTUAUUPYIOT B MEAULMHCKUX YupexaeHunsax cornacHo CanlnuH 2.1.3684-21 no knaccy oTxof40B b, a cTennepsbl ¢ UCTEKLWIUM CPOKOM

XpaHeHusa n / nam He GbiBLIME B yNOTpebneHUN - NO Kaccy 0TX0A0B A.

HeTOKCMYHO )I( ANUPOreHHO CTepu/bHO, CTEPUNN3ALUA OKCUAOM 3TUNEHa
X ® ra W a

PY No ..cocoeviviies oT.
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Annapart cmHBalome-pexymuii (cremiep), oanopa3osblii,
CTepHIbHbIH, B Habope, B BADHAHTAX HCNOJHEHHAS
no TY 32.50.13-002-97027951 -2023

DHIO0CKOMHYECKHI THHEAHBIH CLIMBaOLIE-PpeXyIMii annapat (cremep) «unokar KoBuauen», kopotkuit (289 Mm) — 1 mTyka

000 «A-PI'O» " on f )
“ Anpec: 249035, Kanyxckaa o6nacrs, r.o. ropoa O6HHHCK, r O6HHHCK, kB-1 CanoBnie yuacTk CaMcOHOBO, A. 29 ﬁ 22.04.2024 .. 240422-06

Anpec MecTa 000 «A-PI'O», 249035, Kanyxcxas o611., r. O6HnHCK, kBapTan Canosbie yyacTkd CaMcoHOBO, 1. 29
npoussoacrsa: BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,
214107 Jiangsu P.R. China

VcnoBHA IKCIUTyaTallHH: TEMNEPaTypa OKpyxXaouero Bo3xyxa ot +10 °C no +45 °C, OTHOCHTE/IbHAA RIAXHOCTb HE N0MKHA MpeBuaTh 98% npu Temnepatype rwnoc 35 °C W atMo-
cdepHoe nasnenuu ot 86 no 106,7 xIla.

YcnoBus XpaHeHHs: crieuHansHo 060pyaoBaHHbIE ckiabl no ycnosuaM rpynmst 1 (JT) no FOCT 15150, npu temnepatype ot + 5 °C a0 + 40 °C u oTHOCHTENLHOMN BNaXHOCTH He Gonee
80% mipu 25 °C, Ha pacCTOAHHH He MeHee | M OT HarpeBaTebHbIX MPHGOPOB, 10/KHA 0GECEUHBATLCA 3AILIMTA OT 3arpA3HEHNH U BO3ACHCTBHA arpeCCHBHLIX CPE/l, a TAKXKE HAXOXKACHHE
B 3aIIMIMEHHOM OT CONTHLIA MECTe.

YCnoBHs TPRHCIOPTHPOBAHHA: TEMIEPATYPa OKPYXalowero Bo3ayxa ot — 50 °C 10 + 50 °C u oTHOCHTeNbHaA BIAXHOCTL He Gonee 100% npu 25 °C, TpaHCNOPTHPOBaHKE OCYLUECTBAATD
BCEMH BHAAMH KPHITOTO TPAHCIIOPTA, MPH YCOBHH HX 3alIMTHI OT 3arPAHCHHH H MEXaHHYECKHX NOBPEXKACHHHA.

Ymunmsauma: Creniepsi, GuBIINE B IKCIUTYATAUHH, YTHIHIHPYIOT B MEAHUHHCKHX yupexaeHunx cornacHo CanlTuH 2.1.3684-21 no knaccy orxonos b, a cTenieps ¢ HCTEKIIHM CPOKOM
XpaHeHHA U / WNH He ObiBIIHE B YNOTPe6neHHH — MO KJIaccy 0TX0A0B A.

8 21.04.2027

HerokchuHo }f;( ATHpOTeHHO CTepiibHO, CTEPHITH3ALHA OKCHAOM ITHIICHA

@f@cm@i‘f%
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MaKeT MapKMPOBKM MOTPEOUTENLCKON YNaKOBKM KacceTbl CO CKOOKaMy «HAoKaT KoBugmeH»

AnnapaT CliMBatoLLe-pexyLuimin (ctensep), o4HOPa3oBbIN,
CTepubHbINA, B Habope, B BapuaHTax UCAO/HEHNS
no TY 32.50.13-002-97027951 -2023
TpexpsafHble CMEHHbIE KacCeTbl CO CKOOKamMn «IHAoKaT KoBuamneH», ¢ AMHOW psaga cKo6ok 60 MM:
- CwmeHHasa KacceTa (4BeT (hMONEeTOBbIN), AIMHA B PACKPLITOM MONOXEHUN CKOOKMN BHYTpeHHWIA psag 3,0 MM, cpefHnin pag 3,5 MM, BHewWwHWA pag 4,0 MM,
ANMHa psja cKobok 60 mm - 6 WITyKa

" 000 «A-PTO» (Wf] 22.04.2024 [10t]240422-07
Agpec: 249035, Kanyxckas o6nacTb, r.0. ropog O6HuHcK, r O6HUHCK, KB-n CafoBble yyacTku CaMCOHOBO, 4. 29 3 w J
Afpec mecTa BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 214107 21.04.2027
2 .04,

npoussoacTea: Jiangsu P.R. China

YcnoBua akcnayataymu: TemnepaTypa oKpy»katouero sodgyxa ot + 10 °C go +45 °C, 0THOCMTeNbHAA BNAXHOCTb He A0/DKHA NpeBbiwaTh 98% npu Temnepatype natoc 35 °C natmochepHoe

fasneHuun ot 86 fo 106,7 kla.
YcnoBus XpaHeHusi: cneymanbHo 060pyAoBaHHbIe cKknaabl no ycnosusam gynnbl 1 (J1) no TOCT 15150, npu Temnepatype oT + 5 °C o + 40 ®C 1 0THOCUTENbHOM BNAXHOCTW He Gonee

80% npm 25 °C, Ha paccTosHUM He MeHee 1M oT HadeBaTeNbHbIX NPUGOPOB, AOMKHA 06eCNeUMBaThCa 3aliMTa 0T 3aA3HEHWIA U BO3AeCTBUA a)eCCUBHbBIX CPef, a TakKe HaxoXAeHue

B 3aLLMLLEHHOM OT COJIHLA MecTe.
YcnoBua TpaHCNOPTUPOBaHMA: TemnepaTypa oKpyXxarowero so3ayxa ot - 50 °C go + 50 °C 1 oTHocuTeNnbHas BAaXHOCTb He 6onee 100% npu 25 °C, TpaHCNOPTUPOBAHME OCYLLECTBAATD

BceivjH BMgamMn KpbITOro TpaHcnopTa, Npu YCA0OBUM UX 3aLUTbl OT 3aPA3HEHWNA 1 MEXAaHUUYECKNX MOBPEXAEHWIA.
Ytunusaumsa: Ctennepsl, 6biBlIME B 3KCMNyaTauuu, YTUAU3UPYIOT B MeAULMHCKUX yupexaeHnsax cornacHo CanlNuH 2.1.3684-21 no knaccy otxo4oB b, a ctennepbl ¢ UCTEKLW UM CPOKOM

XpaHeHusa n/ nan He 6biBLIME B yNOTpebAeHNN - NO Klaccy 0TX0A0B A.

HeTokcn4yHo )K ANUPOreHHo CTepunbHO, CTepUNM3aLng OKCULAOM 3TUNEHA

X ® Ch @ A
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Annapart clwunBalLLe-pexyLnin (ctennep), o4HOPa3oBbIi,
CTepunbHbIN, B Habope, B BapuaHTax UCMOSTHEHUSA
no TY 32.50.13-002-97027951 -2023
TpexpsfHble CMEHHbIe KacCeTbl CO CKObKaMun «QHAoKaT KoBuamneH», ¢ 4NHON pafa cko6ok 60 MMm:
- CmMeHHas KacceTa (U4BeT (hMONETOBbIN), A/IMHA B PACKPLITOM MOMIOXEHUN CKOOKU BHYTpeHHWI psag 3,0 MM, cpegHuii pag 3,5 MM, BHelWHWA pag 4,0 MM,

ANVHa psja ckobok 60 mm - 6 WITyKa
n 000 «A-PIO»
Agpec: 249035, Kanyxckas 06n1acTb, r.0. ropog O6HMHCK, T O6HMHCK, KB- CagoBble yyacTkum CamcoHOBO, A. 29
Appec mecTa 00O «A-PI'O», 249035, Kanyxckasa 06:., r. O6HnHCK, kBapTan CagoBble yyacTkm CamcoHOBO, 4. 29
npoussoacTtea: BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 214107 , 2 ,21.04.2027
Jiangsu P.R. China

22.04.2024 [roT] 240422-08

YcnoBua skcnayatauumn: Temnepatypa okpyxxatowero so3gyxa ot+10 °C go +45 °C, oTHOCUTebHasA BAAXHOCTb He A0/MKHA NpeBbiwaTth 98% npu Temnepatype natoc 35 ®C v atmocgepHoe
fasneHumn ot 86 go 106,7 kMa.

YCcnoBus XxpaHeHus: cneunanbHo 060pyAoBaHHbIe CKnaabl no ycnosusm ynnbl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C fo + 40 °C MOTHOCMTE/IbHOW BNAXHOCTW He 6onee
80% npu 25 °C. Ha pacCcTOSHWM He MeHee 1M OT HateBaTeNbHbIX MPMOOPOB, A0/MKHA 06ecrneymBaTbCa 3allMTa OT 3aA3HEHWIA U BO3AENCTBUS a)eCCMBHBIX CPef, aTakXe HaxoXaeHne
B 3alMLLEHHOM OT CONHLA MecTe.

YcnoBsua TpaHCMOPTMPOBaHUA: TeMMepaTypa OKpyxakouwero so3gyxa ot - 50 °C go + 50 °C 1 0THOCMTeNbHAasA BNaXHOCTb He 60nee 100% npu 25 °C, TpaHCNOPTMPOBaHUE OCYLLECTBAATL
BCEMM BMUAMMW KPbITOr0 TPaHCNOPTa, NPU YCNOBUN UX 3aLLUTLI OT 3aA3HEHUA N MEXAHUYECKNX NMOBPEXAEHWIA.

YT1unuszayus: Ctennepsl, 6biBLINE B 3KCMyaTaUuun, yTUAN3MPYIOT B MeAULUHCKUX yupexaeHnax cornacHo CanluH 2.1.3684-21 no knaccy 0Txo4oB B, a cTennepbl ¢ UCTEKLLMM CPOKOM
XpaHeHns u / unn He GbIBLUKE B YNOTPEGNEHUN - MO Kaccy 0TX0A0B A.

HeToKCUYHO X - ANUPOreHHo CTepuncHo, cTepunnsaLns OKCUAOM 3TUNEHA

r .1

T X A

PY No .o oT.
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MakeT MapKHpOBKH NMOTPeGHTENbCKOM YNIaKOBKH MHHEHHOro CIIHBaloLIe-peXXyINero annapara (crennepa) «On3HKar 1» s OTKphITOH XUpypruu

Annapart cmmHBalome-pexymui (cremnsep), oanopa3osbiii,
CTepHABbHBIH, B Habope, B BaApAaHTaX HCMO/JHEHHS
mo TY 32.50.13-002-97027951 -2023
Jluneiinbiii ciouBarolne-pexyui annapar (cremiep) «On3HKar 1» ans oTKpeIToi XHpYpruu JHHHLIH (100 MM) ¢ npeycTaHOB/IEHHOA ABYXPAAHOH
KacceTol co CKoOKaMH, LiBET 3e/IeHhli, BricoTa ckobkxH 4,8 MM - 1 miTyka

000 «A-PI'O» ‘" —
“ Aunpec: 249035, Kanyxckas o6nacts, r.0. ropoa O6HHHCK, r O6HHHCK, kB-n CanoBuie yuacTku CaMcOHOBO, A. 29 ﬁ 22.04.2024 ‘J 240422-09
Anpec mecTa BM Medical Technology Co., Ltd. No.11, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City,

npoussoactea: 214107 Jiangsu P.R. China ) g ) 21.04.2027

YCNOBHA IKCIUTyaTallHH: TEMMEPaTypa OKpYXalolero Bosayxa ot +10 °C a0 +45 °C, OTHOCHTeNbHaA RIAXHOCTb HE 10/DKHA NpeBuimaTh 98% npu Temneparype nuutoc 35 °C 1 atMo-
cepnoe nasnennn ot 86 no 106,7 xlla.

YCNOBHA XpaHEHHA: CNEUHANLHO 060opynoBaHHbE CKaas Mo ycnosuam rpynmst 1 (JI) no FTOCT 15150, npx remniepatype ot + 5 °C o + 40 °C 1 oTHOCHTebHOH BNaxHOCTH He Gonee
80% npu 25 °C, Ha pacCTOAHHH He MeHee | M OT HarpeBaTeNbHbIX MPHGOPOB, 0MXKHa 06ecneYHBaTLCA 3AIUHTa OT 3arPA3HEHHHA H BO31eHCTB A arpeCCHBHBIX CPell, @ TAKIKE HAXOXACHHE
B 33IIMILEHHOM OT COJIHLA MECTe.

YcnoBHA TPaHCNOPTHPOBAHKA: TEMNEPATYPa OKpYXaioiero Bo3ayxa oT — 50 °C 10 + 50 °C H 0THOCHTeNIbHas BAAXHOCTE He Gonee 100% npu 25 °C, TpaHCIOPTHPOBAHHE OCYIECTBIATH
BCEMM BHAAMH KPHITOr0 TPAHCMOPTA, MPH YCNIOBHH HX 3aIMTH OT 3arpA3HEHUH H MEXaHHIECKHX NMOBPEXKACHHHA.

Yrunmsauma: Crennephi, GuiBIIME B IKCIUTYaTALHH, YTHIH3HPYIOT B MEAHLIHHCKHX YapexxacHHAX cornacho CanlluH 2.1.3684-21 no knaccy oTxo0a08 b, a cTernuieps! ¢ HCTEKIIHM CPOKOM
XpaHeHHA W / WK He ObLIBIIHE B YTIOTpe6neHHH — no Knaccy oTXoa0B A.

-

HetokcHuno X AnuporeHHo CTepwibHO, CTEPWINHIALIMA OKCHIOM ITHICHA

v s 4
’ ) L} r ) r ~ . . - “ - )

. 14,
. F . + S 4 . 4 8 ’ N 8 s
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Annapart clwmBalLLe-pexyLnii (ctennep), o4HOPa3oBbIi,
CTepUnbHbLIN, B Habope, B BapnaHTax UCNOSTHEHUSA
no TY 32.50.13-002-97027951 -2023
JInHelHbIV clumBatoLLe-pexyLnii annapat (ctennep) «OnNsHKaT 1» ANd OTKPbITON XUPYPrum ANnHHbIA (100 MM) ¢ npeayCTaHOBNEHHOW ABYXPAAHOM
KacceToi CO CKOO6Kamu, LLBET 3e/1eHbIil, BbiICOTA CKOOKM 4,8 MM - 1 WITYKa

Arnnl Q00 «A-PITO» wJl 22 04 2024 UOTl 240422 10
M B Apgpec: 249035, Kanyxckas o6nacTb, r.0. ropog O6HUHCK, I OBGHUHCK, KB-N1 CafoBble y4acTku CaMCOHOBO, 4. 29 e

Ajpec mecTa 000 «A-PIO», 249035, Kanyxckas 06n., r. O6HMHCK, KBapTan CagoBble “acTkyu CaMCOHOBO, 4. 29 ‘T

npoussoactea: BM Medical Technology Co., Ltd. No.l 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, Al A 21.04.2027

214107 Jiangsu P.R. China

Ycnosua akcnayatauuu: TemnepaTtypa okpyakouero sosgyxa ot +10 ®C go +45 °C, oTHOCUTEeNbHAA BNAXHOCTb He A0/KHA npesbiwaTh 98% npu temnepatype natoc 35 °C n atmo-
cthepHoe faBneHnun ot 86 go 106,7 kMa.

YCnoBusi XxpaHeHus: cneymanbHo 060pyaoBaHHbIe cknafbl Mo ycnosusm rpynnbl 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C v OTHOCWTENbLHOW BNAXHOCTW He 6onee
80% npu 25 °C, Ha pacCTOAHMM He MeHee 1M OT HarpeBaTe/lbHbIX MPUBOPOB, fO/MKHA 06ecneynBaTbCA 3alMTa OT 3arPA3HEHNIA N BO3AECTBMA arpeCcCMBHBIX CPeA, a TakXe Hax0oXaeHue

B 3alLMLEHHOM OT COJIHLIA MecCTe.

YcnoBus TpaHCMOPTUPOBAHMA: TeMMepaTypa OKpyXarLwero Bo3gyxa ot - 50 °C go + 50 ®C 1 oTHOCUTeNIbHAasA BAAXHOCTb He 60nee 100% npwm 25 °C, TpaHCNOPTUPOBaHME OCYLLECTBNATh
BCEMMW BMAAMU KPbITOrO TpaHCMopTa, NPy YC0BUU UX 3alMUTbl OT 3arpA3HEHUA 1 MeXaHNYeCKUX NOBPEXAEHNIA.

YTtunusauus: Ctennepsl, 6biBLIME B IKCNAyaTaLum, yTUINIUPYIOT B MeAULMHCKUX YupexaeHnsax cornacHo CanlNuH 2.1.3684-21 no knaccy oTxofoB b, a ctennepbl ¢ UCTEKLWINUM CPOKOM
XPaHeHus 1/ Nan He 6bIBLLUNE B yNOTPeBAEHUM - NO Knaccy 0TX0408 A.

HeTokcnyHo AnunporeHHo CTepunbHO, CTEPUAN3ALUA OKCULOM 3TUIEHA

m®' 'f' '® L ® w A

PY No .o oT.
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MakeT MapKipoBKM NOTPeGUTENbCKOW YNaKoBKU KacCeTbl CO CKOBKaMn «OmnaHKaTt 1»

AnnapaT cliMBaroLe-pexyLnin (ctennep), 0JHOPa3oBbIN,
CTepPUNbHbIN, B Habope, B BapnaHTax UCMOMHEHUSA
no TY 32.50.13-002-97027951 -2023
[ByXpsiaHble CMEHHbIe KacCeTbl CO CKOOKamMy «OnaHKaT 1», ¢ ANMHON psaga cko6ok 100 Mm:
- CwMmeHHas KacceTa (L,BET 3e/IeHbIi1), BbICOTA CKOGKM 4,8 MM - 6 LWITYyKa

m | Appec: 249035, Kanyxckas 06nactb, r.0. ropog O6HUHCK, I O6HMHCK, KB-N CafoBble yyacTkn CaMCOHOBO, 4. 29 ANAN22-11
Appec mecTa Medical Technology Co., Ltd. No.Il, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, n
npomssoacTea: 214107 Jiangsu P.R. China .tt 721.04.2027

YcnoBua akcnayataunu: Temnepatypa okpyxatouiero sosgyxa ot +10 °C go +45 °C, oTHOCMTe/IbHaA BAAXHOCTb He AO/HKHa npesbiwats 98% npu Temnepatype natoc 35 °C n atmo-
cthepHoe aaBneHunn ot 86 go 106,7 kMa.

YcnoBus xpaHeHus: cneumansHo 060pyaoBaHHble cknafbl no ycnosmam dynnsl 1 (J1) no FOCT 15150, npu TemnepaType oT + 5 °C go + 40 °C 1 0THOCUTENbHOI BNXXHOCTU He 6onee

80% npu 25 °C, Ha pacCTOAHUM He MeHee 1 M OT HadeBaTebHbIX MPMBOPOB, AO/MHKHA 06eCcneunBaTbCa 3alinTa OT 3ahA3HEHUIA 1M BO3AENCTBUA adieCCUMBHbLIX CPed, a TakXkKe Hax0oXaeHune
B 3alLMLLEHHOM OT COSHLA MecTe.

YcnoBua TpaHCNOPTUPOBaHUMA: TeMnepaTypa OKpyxakLlero so3gyxa ot - 50 °C go + 50 °C 1 0THOCMTeNbHAs BAAXHOCTbL He 60nee 100% npu 25 °C, TpaHCNOPTUPOBAHME OCYLLECTBAATh
BCEMM BUJAMMW KPbITOrO TpaHCMOpPTa, NPU YCNOBUM UX 3aLUTbl OT 3a(hIBHEHUI U MEXAHUYECKMNX NOBPEXAEHWA.

YTtunusayusa: Ctennepsl, 6biBLIME B 3KCNyaTaLuu, yTUANIUPYIOT B MeAULUHCKUX yupexaeHnax cornacHo CaHlMunH 2.1.3684-21 no knaccy 0TxofoB b, a ctennepbl ¢ UCTEKWMUM CPOKOM
XpaHeHns u/ nnu He 6bIBLLKE B YNOTPE6NEHUN - MO Knaccy 0TX0A0B A.

HeToKcMuHO ANUPOreHHO CTepunbHO, CTEPUAN3ALMS OKCUAOM 3TU/IEHA

+’ ® Mo, >Xx A
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Annapat cwmnBaroLe-pexyLnii (ctennep), 04HOPa30BbIN,
CTepUNbHbIN, B Habope, B BapnaHTax UCMOSTHEHUSA
no TY 32.50,13-002-97027951 -2023
[BYyXpsifHble CMeHHble KacceTbl CO CKOOKaMy «OnaHKaT 1», C ANNHON psiga CKo6ok 100 mMm:
- CwmeHHa#s KacceTa (L,BeT 3ef1eHbli1), BbiIcOTa CKOOKM 4,8 MM - 6 WITyKa
000 «A-PIO»

22 04 2024 iLOTI 240422-12
Agpec: 249035, Kanyxckas 06n1actb, r.0. ropog O6HuHcK, r O6HMHCK, KB-1 CagoBble yyacTkm CaMcOHOBO, . 29 J
00O «A-PIrO», 249035, Kanyxckas 06n., r. O6HUHCK, kBapTan CagoBble yyacTkm CamMCOHOBO, 4. 29 n
Agfpec mecTa BM Medical Technology Co., Ltd. No.Il, Nancun Industrial Park. Yangjian Town, Xishan District, Wuxi City, "mm"21.04.2027

npomssoacTea: 214107 Jiangsu P.R. China

YcnoBuma akcnayartauuu: temnepaTtypa okpyxatouiero sosgyxa ot +10 °C go +45 ®C, oTHOCMTeNlbHasA BNAXHOCTb He AOJ/DKHA npesbiwaTh 98% npu Temnepatype natoc 35 °C 1 aTMo-
cthepHoe gasneHmu ot 86 go 106,7 kla.

Y CcnoBua XxpaHeHus: cneumnanbHo 060pyAoBaHHbIe cKnagbl Mo ycnosusam rpynnel 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40 °C 1 OTHOCUTENbHOI BAAXHOCTU He 6onee

80% npmn 25 °C, Ha pacCTOAHUM He MeHee 1M OT HarpeBaTeNbHbIX MPMOOPOB, 4OMKHA 06ecneynBaTbCa 3aWUTa OT 3arPs3HEHUI U BO3AENCTBUS arpeCcCUBHbIX CPed, a Takxke HaxoxaeHune
B 3aLLMLLEHHOM OT CO/HLA MeCTe.

Y cnoBua TpaHCNOPTUPOBaHMA: TeMMnepaTypa OKpyXakLiero so3gyxa ot - 50 ®C go + 50 °C 1 oTHOCUTEeNbHAaA BNaXHOCTbL He 60nee 100% npun 25 °C, TpaHCNOPTUPOBaHME OCYLLECTBASATh
BCEMU BMAAMM KPbITOr0 TPAHCMOPTA, NP YCNOBUMN MX 3aLLUTLI OT 3aA3HEHWIA N MEXAHNYECKUX NOBPEXAEHNN.

YTtunusauus: Ctennepsl, 6biBWIME B 3KCNAYyaTauuu, YTUANIUPYIOT B MeAULNHCKUX yUupexaeHunax cornacHo CaHlMuH 2.1.3684-21 no knaccy 0TxXof4oB b, a cTennepsbl ¢ UCTEKW UM CPOKOM
XpaHeHns n/ nan He GbiBWINE B ynogebneHnu - no knaccy 0TxXo4os A.

HeToKcnMyHO ANUPOreHHO CTepunbHO, CTEpUIM3aLMUA OKCUAOM 3TUNEHA

WEHE ®RMO0 XK A
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MaKkeT MapKUPOBKN TPaHCMNOPTHOI YNaKOBKN 3HA0CKOMMYECKOT0 IMHEHOTO CLUMBAlOLLe-peXYLLero annapara (crennepa) «HA0KaT JLIENOH»

AnnapaTt cuunBaroLe-pexyLnii (ctennep), 04HOPasoBbIi, CTEPUbHbLIN, B Habope,
B BapnaHTax ucnosHeHmna no TY 32.50.13-002-97027951 -2023
SHA0CKONUYECKNI INHENHbIV CLUMBalOLLLe-peXyLwnii annapat (cTennep) «3HA0KAT JWeNoH», cTaH4apTHbIA (340
MM) C HECbEMHON BepxHel bpaHLein AnMHON 60 MM - 3 NOTPebUTENbCKUE YNAaKOBKM.

m OO0 «A-PIO»

Agpec: 249035, Kanykckas 06nactb, r.0. ropog O6HUHCK, I O6HMHCK, KB-n CafoBble y4acTku CaMCOHOBO, 4. 29
YcnoBua XxpaHeHus: creumnansHo 060pyaoBaHHble cknagbl no ycnosuam gynnel 1 (J1) no FOCT 15150, npu Temnepatype oT + 5 °C go + 40
°C 1 OTHOCUTENbHOI BNaKHOCTU He 6onee 80% npu 25 °C, Ha pacCTOSHUM He MeHee 1M OT HaeBaTe/IbHbIX NPUBOPOB, AOMKHA 0becneyn-
BaTbCA 3alMTa OT 3a)A3HEHWI 1 BO3ENCTBUA alheCCUBHbBIX CPef, a TaKXe Hax0XAeHue B 3alMLLLeHHOM OT COMHLA MecTe.

YcnoBua TpaHCNOPTMPOBaHUS: TemMnepaTypa OKpyxatouw,ero Bo3gyxa ot - 50 °C go + 50 °C v oTHOCUTeNIbHas BAaXHOCTb He 60nee 100%

npu 25 °C, TpaHCNOPTUPOBaHME OCYLLECTBAATb BCEMU BMAAMUN KPbITOrO TPAHCMOPTA, MPU YCAOBUM MNX 3aMTLE OT 3adA3HEHMIE 1 MexaHnye-
CKUX NMOBPEXAEHUNA.

22.04.2024 21.04.2027 LOT 240422-02
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MaKeT MapK1pPOBKM TPAHCMOPTHOW YMNaKOBKM KacCceTbl CO CKOOKaMU «DHAO0KAT JLLIENOH»

Annapar clwuBaroLe-pexyLwnii (ctennep), 0o4HOPa3oBbI, CTEPUbHbLINA, B Habope,
B BapuaHTax ucnosnHeHna no TY 32.50,13-002-97027951 -2023
TpexpsaaHble CMEHHbIE KAaCCeTbl CO CKOOKamMM «QHA0KAT JLenoH», ¢ ANNHOK psiga CKOOoK 60 Mm:

- CmeHHas KacceTa (U4BET 30/10T0OI), A/IMHA B PACKPbITOM MOM0XEHUU CKOO6KM 3,8 MM, A/IMHa pafa CKO60K 60 MM -
6 MOTPebUTENLCKMX YNAKOBOK

m 000 «A-PI'O»
N Appec: 249035, Kanyxckas 061acTb, r.0. ropog O6HUHCK, Fr OBHUHCK, KB-N CafoBble y4yacTkun CamMcoH0BO, 4. 29

Y CcnoBusi XxpaHeHus: cneuunansHo 060pyAoBaHHbIE CKnagbl No ycnosmam rpynnel 1 (J1) no TOCT 15150, npu Temnepatype oT+ 5  go + 40
°C 1 OTHOCUTENbHOW BaXKHOCTKU He 6onee 80% npu 25 °C, Ha paccToAHMUM He MeHee 1M OT HadeBaTeNbHbIX MPMOOPOB, A0/MKHA 06ecneyn-
BaTbCH 3alUMTa OT 3aA3HEHWIA 1 BO3ENCTBMA aheCCUBHBIX Cpef, a TakKe HaX0XAeHNe B 3allMLLeHHOM OT COMHLA MeCTe.

YcnoBua TpaHCNOPTUPOBaHMA: TemMnepaTypa OKpyXxatouwero Bosgyxa ot - 50 °C go + 50 °C n oTHOocuTenbHas BNaXHOCTb He 60nee 100%

npu 25 °C, TpaHCNOPTNPOBaHME OCYLLECTBASATbL BCEMU BUAAMW KPbITOro TpaHCNOPTa, NPY YCMIOBMW UX 3aWiUTbl OT 3aI3HEHWNI 1 MexaHUYe-
CKUX MOBPEXAEHWNIA.

22.04.2024 ~ 21.04.2027 240422-04

f. >x A T,
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MaxeT MapKHPOBKH TPaHCIIOPTHOM YNIAaKOBKH SHAOCKONHYESCKONO MHeHHOrO CIIHBAlONIe-PpeXYIlero annapara (crennepa) «uaokar Kosuauen»

AINapaTt COHBAOmC-pexymuait (cTenep), 0AHOPa30BHil, cCTepRILHLIN, B Habope,
B BapHAHTaX Hcnoauenns no TY 32.50.13-002-97027951 -2023
SHAOCKONHYCeCKHi TARCHREI cmABalome-pexynit annapart (cTemwiep) «unoxar Kopnauen», koporkuii (289 mmM)
— 3 noTpebuTeNnhCKHE YIAKOBKH.

000 «A-PT'O»

Anpec: 249035, Kamyscxan oGnacts, r.0. ropog O6HHHCK, I O0BMMCK, k8- Canornie yuacTkn CaMcoHoBO, A, 29
Ycnoesa XpaReHAS: ClICIHAILAO 060pynoBaRALIe cXuams 1o ycaosraM rpymmk 1 (JI) no FOCT 15150, npr remmeparype o1+ 5 °C no + 40
°C w oTHOCHTENbHON BIAKHOCTH He Gonee 80% npa 25 °C, Ha paccTOTHHN He MeRee 1 M OT BarpesaTenbHbX NpHGopos, fomkHa ofecneun-
BATHCA 3AIATA OT 3ATpAIHEnNt W BOAACHCTBRA ATPECCHBHEIX CPEZl, & TAXAKS HAXOMACHHE 8 JAMMICHHOM OT CONHLA MECTE.

Ycnopus TPAHCNIOPTHPOBAHNA: TEMINICPATYPA OKPYXAIONIEre BO3AyXa oT — S0 °C ao + 50 °C ¥ OTHOCHTENLHAS BIAXHOCTH He Gonee 100%
ApY 25 °C, TPaHCNOPTHPOBAHHE OCYMISCTRJIATE BCOMH BHAAMH KPLITOTO TPAHCTIOPTA, NIPH YCIOBHH HX 3AUIHTM OT 3arpASHeHHIt B MeXaHHYC-
CKHX NOBPERACHHIA.

‘o] 22.042024 g 21042027 [O1] 24042206
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MakeT MapKHpPOBKE TPaHCTIOPTHOH YIaKOBKH KacceTH o CKoOKaMu «Jnaokat Kosuauen»

Annapar cmHBaome-pexymuii {(cTenep), oXHOPa3oBLIi, CTEPRALHLIN, B Rabope,
B BapHAHTAX Hemoanenna no TY 32.50.13-002-97027951 -2023
TpexpaaHsic CMEHHBIE KaCCETHI co ckobxamu «DHaoKaT KopumeH», ¢ aAmuHol pana ckoGox 60 mm:
—  CmMenHas xaccera (BeT QHONETOBEIH), VTHHA B PACKPHTOM NOJIOXCHAH CKOGKH BHYTpenHEi pax 3,0 MM,
cpemumit paa 3,5 MM, BRenmuit pan 4,0 MM, 27HA paaa ckoGok 60 MM — 6 NOTPEOHTENLCKHX YAKOBOK

000 «A-PTO»

Anpec: 249035, Kamyxckas o6racTs, r.0. ropon O6susck, r O6uHHCK, ks-n1 Cagossie ysacky CamcoHoBo, a. 29
VCnoBAs XpRHEHHA: CHICIMANEHO 050PYAOBAHAME CXAAXL 110 YcaoBHAM rpymms 1 (JT) no I'OCT 15150, npu remneparype ot + 5 °C a0 + 40
°C ¥ oTHOCHTENBROH BIAXHOCTH He Gonee 80% npu 25 °C, Ha pacCTOSHHH He MCHee | M OT BarpesaTenbHuX nprbopos, aomkRa ofecneun-
BaTLCA 3AIMATA OT 3ATPA3HCHHI H BO3ACHCTBNS ATPECCHPHMX CPEA, 2 TAKKE HAXOKACHEE B JANHINEHHOM OT CONHIA MECTE.

YCOBAX TPAHCNIOPTHPORAHME: TEMIEPATYPA OKPYXAIOHIEro BosAyXa ot — 50 °C no + 50 °C u oTHOocHTENn HaN BAANHOCTS tie Gosee 100%
npr 25 °C, TPaECIOPTHPOBAHNE OCYIRECTAIATE BCEMM BHEAMMY KPHTOTO TPAHCNIOPTA, BPH YCNOBHH KX SSIIBTH OT 3arpasHeHnil B MeXaHIe-
CKHMX noBpexacunit.

‘ol 2042004 53 2104207 TR 24042208
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MakeT MapKUpPOBKW TPaHCMOPTHOM YNaKOBKU IMHEHOMO CLUMBatOLLe-peXyLLero annapara (ctennepa) «OnNaHKaT 1» Ang oTKPbITON XMpypruu

AnnapaT clinBaKLLe-pexyLnii (ctennep), 04HOPa30BbIiA, CTEPUNBbHBINA, B Habope,
B BapuaHTax ucrnosiHeHnsa no TY 32.50.13-002-97027951 -2023
NnHeHbIA cwmnBatowe-pexywnii annapat (ctennep) «OnaHKaT 1» AN OTKPLITON XUPYPrum ANnHHbIA (100 Mm) ¢
npefycTaHOB/IEHHON ABYXPSAAHOW KacCeTol co CKOGKaMu, LBET 3e/1eHbli, BbiCOTa CKOOKM 4,8 MM - 3 noTpebuTesb-
CKMe ynaKoBKMU.

m 000 «A-PIO»
A9 Appec: 249035, Kanyxckas 06nacTs, r.0. ropog O6HUHCK, T O6HUHCK, KB-11 CafjoBble yyacTku CamcoHoBo, 4. 29

YcnoBusa XpaHeHus: cneyuanbHo 060pyaoBaHHbIe CKnagbl No ycnosuam gynnbl 1 (/1) no TOCT 15150, npu Temnepatype oT +5 °C go + 40
°C 1 OTHOCWUTENbLHOW BNAXHOCTU He 601ee 80% npu 25 °C, Ha paccTOSHUM He MeHee 1M OT HatheBaTelbHbIX NPUBOPOB, fO/MKHA 06ecneyn-
BaTbCA 3alMTa OT 3ahA3HEHWIA 1 BO3LENCTBUA aheCCMBHbIX Cped, a TakK)Ke Hax0X/eHWe B 3aLLMLLEHHOM OT COMHLA MecTe.

Ycnosua TpaHCNOPTUPOBaHMA: TemnepaTypa okpyxatouwero sosgyxa ot - 50 °C go + 50 °C u oTHOCUTeNbHaa BNaXHOCTb He 60nee 100%
npu 25 °C, TpaHCMOPTUPOBaHWE OCYLLEeCTBNATb BCEMU BUAAMW KPbITOrO TPAaHCMOPTa, NPY YCAOBUM MX 3aWnTbl OT 3aA3HEHUI 1 MexaHnye-
CKMX MOBPEXAEHUA.

22.04.2024 21.04.2027 240422-10
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MakeT MapKHPOBKE TPAHCIIOPTHOR YMAKOBKH KacceThl co ckobkaMu «OmIukar 1»

Annapar cmusaome-pexymuii (crennep), oaRopasoBLIi, CTepHILALI, B Rabope,
B BADHAHTAX BCnoHcana no TY 32.50.13-002-97027951 -2023
JIByxpamEle cCMEHHBE KacceTH ¢o cxobxamu «Onasukar 1», ¢ mmHoN pana ckobok 100 Mmm:

—  CMennaa kaccera (UBeT 3eneHblif), BHcoTa CKOOKH 4,8 MM — 6 IOTPeOHTENHCKHX YIIAKOBOK

000 «A-PI'O»

Anpec: 249035, Kamyxckaa o6nacTs, r.0. ropoa O6umHHCK, r O6HHuHCK, k-1 Cagosne yuacTkn Camconoso, a. 29
Venosns Xpanenna: cneusansHo o60pyR0BAHHME CKASIN No yenosiaM rpynmst 1 (JT) no FOCT 15150, npu remneparype ot + 5 °C no +40
°C 1 oTHOCHTENLHOH BIAXHOCTH He Gonee 0% npu 25 °C, Ha pACCTOAHNH He MeHee | M 0T RarpenaTebHLIX NpEGOPOB, KOMERA OfecneYn-
BATHCA 38IHTA OT 3arpA3EeHnil R BOIACHCTEHA ArPECCHBRLIX CPEX, 2 TaKAe HAXOMACHRE B JANHIICHHOM OT CONRLA MECTS,

YcnOBHA TPAHCNIOPTHPOBARHA: TCMIIEPATYPA OKPYRMOWIEro Bo3IyXa oT — 50 °C o + 50 °C u OTHOCHTSILHAA BAAKHOCT: He Gonee 100%
m25°QWmmmmwmmwmmmmmmum
CKHX NOBpEXNCHBH.

'dlw 22.04.2024 g 21042027 [0H] 240422-12
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OKIT142 32.50.13.190 YTBEPXOAKO

CeHepanbHbIA AUPEKTOpP
OO0 «A-PI'O»

IT".0. Pyxapggse/

» NOHA 2024 T.

POTOIMPAPNYECKUME N3OBPAXXEHWA
MEOAVNUWNHCKOIO N3AEJTNA

AnnapaT cLunBaroLLe-pexxyLnii (cTennep), 04HOPasoBbIn,
CTepUNbHbIN, B Habope, B BapMaHTax UCMO/THEHNS
no TY 32.50.13-002-97027951-2023

Mpown3soacTea: OB6LLECTBO C OFpaHMYeHHO OTBETCTBEHHOCTbIO «A-PIO»
249035, Kany»ckas 06nacTb, r.0. ropog O6HUHCK, I O6HUHCK, KB-1 CafoBble yyacTkn CaMCOHOBO, 4. 29

r OBHUHCK,
2024
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SHA0CKONUYECKUIA NTMHEVHBIN CLUMBAKOLLE-PeXYLLNIA annapaT (cTennep) «AHL0KAT JLIeN0H», CTaHAaPTHbI
(340 MM) c HECbEMHOU BEpXHei 6paHLiein annHoi 60 MM (06N BUA MEANLMHCKOTO N3aenns)
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SHA0CKONNYECKUI NNHEWHBIN CLUMBaIOLLe-peXyLLNiA annapaTt (cTennep) «AHAOKAT JLWeNOH», CTaHAAPTHbIN
(340 MMm) C HeCbeMHOW BepxHelt 6paHLwel AnnHON 60 MM (MapKMpOBKa MHAMBUAYaANbHOW YNaKOBKK)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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SHLOCKOMUYECKUI IMHERHbIN CLUMBatoLLe-peXxyLWnin annapat (cTtennep) «AHLOKAT SWeNOH», CTaHAaPTHbIN
(340 MM) c HeCbeMHOW BepxHeli bpaHLuei anHOK 60 MM (MapKMpoBKa NOTPe6UTENIbCKON YNaKoBKK)
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TpexpsigHas CMeHHasa KacceTa CO CKOGKaMy «QHA0KAT WeNoH», ¢ ANMHON psaja cKo6oK 60 MM:
CMmeHHas KacceTa (LBET 30/10TO), A/IMHA B PACKPbITOM NOSIOXEHUN CKOOKM 3,8 MM, AIMHA psija CKO60K 60 MM
(obuwnii BKA)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



TpexpsaHas CMeHHas KacceTa co CKO6KaMn «3HA0KAT SLWeNoH», C AVHON psaa CKo60oK 60 MM:
CMeHHas KacceTa (L4BeT 30/10TO), ANMHA B PACKPbITOM MOMOXEHWUM CKOGKM 3,8 MM, A/7MHA psAfa CKO6oK 60 MM
(MapKMpoBKa MHANBUAYaNbHOW YNaKOBKM)
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AnnapaT CLUHBaoLLEe-Pex)1LHIA (cTensep), 0AHOPa30BbIl, CTEPU/bHBINA, B HAabope,
B BapuaHTax ucnonHeHua no TY 32.50.13-002-97027951 -2023
TpexpagHble CMEHHbIE KaCCeTbl CO CKOOKaMM «QHAOKAT DLENOH», C ANIMHON psaga CKo6ok 60 MMm:

- CwmeHHas KacceTa (L4BET 30/10TOW), ANMHA B PACKPbITOM MOMOXEHNN CKOOKM 3,8 MM, A/MHA psfa cKo6ok 60 Mm - 1 wTyKa
LLDOO «A-PIO» A n-22 042024

Agpec: 249035, Kanyckas 0611acTb, I.0. ropog O6HUHCK, I O6HMHCK, KB-1 CafoBble yqacTk CamMcoHOBO, 4. 29 Czj LW 240422-04
Appec Mecta OO0 «A-PIMO», 249035, Kanyxckast 0611., . OBHUHCK, KB(hTan CazfoBble y4acTk CaMCcOHOBO, 4. 29 .~ n
npouseoacTBa: BM Medical Technology Co., Ltd. No.I 1, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, S . = 04.2027

214107 Jiangsu PJL China !

YcnoBus aKCrTyataumn: TeMnepaTtypa OKpy)KatoLLero Bo3gyxa ot +10 go +45”  oTHocuTeNbHas BNaXKHOCTb He JO/MKHa NpeBbILLaTh 98% npy Temnepatype ntoc 35 Y: 1 atmoctep™
Hoe AasrieHnn oT 86 1o 106,7 Kla.

YcrnoBuist XpaHeHUs: crielpasibHO 060pyAoBaHHbIe CKnaabl Mo ycnoBuamM rpynnbl 1 (J1) no FTOCT 15150, npy TeMnepatype oT + 5 "C o + 404 11 OTHOCUTESIbHOM BIaXKHOCTYU He 6oriee

80%npr25  HapaccTOsIHWM He MeHee 1 M OT HarpeBaTe/IbHbIX NPUGOPOB, Ao/HKHA 06eCreUMBaTLCS 3aLLMTA OT 3arps3HeHNIA U BO3LEVCTBYIS arpeccuBHbIX Cpef, a Taloke HaXoXaeH!e
B 3aLLWILLIEHHOM OT COJTHLIA MECTE.

YcnoBus TpaHCNOPTUPOBaHKSA: TeMMepaTypa OKpyXKatoLLero Bosgyxa oT-50**C o + 504/ 1 oTHocuTeNbHas BNaXKHOCTb He 60n1iee 100% wiT 25 °C, TpaHCMopTUPOBaHWE OCYLLECTBISTb
BCEMM BUAaMU KPbITOrO TPaHCMopTa, MPY YCM0BUMN WX 3aLLMTbI OT 3arpsA3HEHUI H MEXaHUYECKIX MOBPEXAEHWIA.

YTumzauusi: CTensiepbl, 6bIBLLUME B SKCM/TyaTalyu, yTUMSMPYHOT B MEAULIMHCKUX YUPEXAEHMSIX cornacHo CaBlMH 2.13684-21 no Kiaccy 0TxoAoB B, a CTenniepbl ¢ MCTEKLLM CPOKOM
XpaHeHVst N/ Un He GbIBLLVE B YNOTPEGIEHNN - M0 KAcCy 0TX040B A

HeTokcnyHo AnMporeHHo CTepVU'IbHO, cTepumnsaumsa OKCMAoM aTueHa

[f] S A

PYNO...ooovieiiiine oT.

icrrr

TpexpagHas CMeHHas KacceTa Co CKO6KaMu «HA0KaT JWeNoH», € 4NHON psafa CKO60K 60 MM:
CMeHHas kacceTa (L4BeT 3010TOI), /IMHA B PACKPbITOM MOI0XEHUN CKO6KY 3,8 MM, ANMHA pafa CKO60K 60 MM
(MapkupoBKa NOTPebUTENbCKOW YNakoBKK)
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SHAOCKONUYECKNIA NNHENHBIN CLUMBaKOLWe-peXxyLnin annapar (ctennep) «3HA0KaT KoBuaneH», KOpoTkuii (289 mm)
(o6wWKin BUA MEAULUHCKOTO M3a4enmns)
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SHLOCKOMUYECKUIA IMHERHbIN CLUMBatoLLe-pexyLwnii annapart (ctennep) «9dHAokatT KoBuaneH», KOPOTKNin (289 mm)
(MapKupoBKa MHANBULYANbHON YNaKOBKW)
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Annapart canwmaw*d«k)unH1 (cTwncp), ejuoptM urt, FrepkAbITbIA,» na<ape.
maapmaTtax Haunmann no TY 32Jtt.13-«tl-97t27951 -3«23
OHA0CXOMNBYEOLLA NBHEBBLIB CLUt0atoKio-pexyLus! annapat (cTewmp) «dsgokat Kowwksa», kKopoTnit (219 um)-1 wryxa

m 3 AV K :249035.K>Hym caio6M cn.rAropc>a06m HCi(.rOBM CE.KM Cuall M r4KTniCacooa(ikdl29 2204104 W 2 122-06
AitoeM eeia 000 «A-PTO+. U903S. KMAY>KBT rabg, r.CUim b u, WwwwTaCwen n yyacnm Cu comoao, 8.29
ldozsoaena:r BM Muice TahooR cy (K Lal No.dl, M wca rukull Pub Temw, Xktei DM ci. WuxiCry 0 21087

214151 W v ip s oo
YRa00mW K aayaTMaM:TOWWPATYPAONYX N OWETOR rea 0T +10°C a0 +43°C.ow WX THBUN B 2B 8T § 20aXa0 Aya0M— THeH "2 TAwopnypraw c 35°C 2 atho-
duwanakn slot i as 1067d 0
Yeacaaay anaax cnowaww e o0om 'asa— 0 anafs poym waw!myai L(N]aproCT13150.0 Tn g w pas7P 0T 54 ;2P 40°C aonncateraolan o cu Aboaoo
©04apa25'CuL poecTocaasm Jum | NOTHTDUW ATAAM W APOGOPBA.GONAROGKEOUBHT M aI0W ANOTW PaM THAGEOW ACTM ArpOECANY Aepea.al
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SHA0CKONUYECKNIA NNHERHBIN CLUMBatOLLe-peXxyLL i annapaT (ctennep) «3HgokaT KoBuaneH», KOPOTKUin (289 mMm)
(MapKnMpoBKa NOTPeObUTENbCKOM YNAKOBKN)
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TpexpsanHas CMeHHasi KacceTa co CKobkaMu «HaoKaT KoBuaneH», ¢ ANNHON psina CKO60K 60 MM:
CmeHHas KacceTa (UBeT )MONeTOBbIN), ANIMHA B PACKPbLITOM MOMIOXEHUN CKOOKWN BHYTPEeHHUI psag 3,0 MM, cpefHuid pag 3,5 MM, BHENLW WA psaj
4,0 MM, AnnHa psiga ckobok 60 mm (06 KA BUA MEANLMHCKOTO N3enuns)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AnnapsT cliaBatoLLe-pexyLL L (cTensep), OAHOPM30BbIN, CTEPN/bBLINA, B BBOOPE,
B BapHLIrna HcnosBeBHB BO TY 327.15-002-97027951 -2023
TpexpsifHble CMEHHbIE KacceTbl CO CKobKamu «QHAoKaT KoBuaneH», ¢ ANMHON psifia CKO6oK 60 MM:
- CwmeHHas kacceTa (LBeT (hi1oneToBbIA” f/IMHA B PaCKPbITOM MOM0XEHUN CKOBKM BHYTPeHHWI pag 3,0 MM,
Cpe,D,HI/IVI pag 3,5 MM, BHeLLHWIA pag 4,0 HM, A/lMHa psiga ckobok 60 Mm -1 Briyka
000 «A-PIO*
Anpec: 249033. Kany»CLLR O6MECTb, I.0. NgoaO<MHHOK, I OfeHHOX. 22043024 (N 240422-08
KB CaapBb E YHacTK CaMeoHos0, 4, 29
Anpec mecta OO0 «A-PIMO». 249035. Karyxkcrkas oan.. 1. OOH/HCK, KBapTest
npovsBoacTea; CaaoBbU yHaCTK CamcoHo=0, 4, 29
BM Medical Techm™bgy Co., Ltd. Nall, Nancw Industrial Pnk,
Yangjian Town, Xldun District, Wuxi City, 214107 Jiai” PJL China

21.047W17

HeTokcnuHo AnviporeHHo CTepwibHO, CTEPM/IM3ALIMA OKCUAOM STUIEHA

YCroByst SKOI Ay aLLLLE TEMMERETYPAOKOYAHALLEIO BOAYyXaoT 10 A0 +A5*C. OTHOC/ e bHAsA aiadsioCTb He A0/DKHA MPesb LLATHL 98%
v Temreparype nrkac 33 *C marmviocdHoe fgeneHm ot 86 op 1067 K g,

YanoBvst XpaHeHV, CreLyarisHO 000py,apBaHHB E CKigab 110 YIoB/AM Ry | (J1) o MTOCT 15150, v Tevneparype ot + 5“C o + 40
"'C N OTanC/TESIBHOM anadkA0CTH He 6arnee 80% o 25 “C, Ha pecCTosHA/ He VeHee 1 MOT HarbkaaTelbHb X MpsSitopos, A0/dkHa 00ecTieu-

EATECA 3ALLUTA OT 3a003HEHM 11 BOBEVCTEYA arpeccV/BHL K CPE, & Takke BAXOKIEHV/B B3aLLYLLEHHOM OT CO/HLIA VECTE.
Yrvsayst: Crerveps), GbBLLVE BIKOTYETALYM, YTWVB/DYHOT B MEIVIHHCKEX YUPEKIEH/X cornacHo CaHlH 2.1.3684-21 no Kriccy

OTXQEPB B, & CTErTIEPbIC VICTEKLLIVI GROKOMXPBHEHVE 11/ Be G BLLVE BONFOTPEGIEHH/- 110 KOKCY OTXOIPBA.
PY N2 v, oT. "f' ® cw' ® A

TpexpsafHas CMeHHas KacceTa co CKobKaMu «3HA0KaT KoBnaneH», ¢ AIMHON psja CKo6ok 60 MMm:
CmeHHas KacceTa (4BeT (hM0NeToBbIN), ANNHA B PACKPLITOM MON0XEHWUM CKOOKWN BHYTPEHHNU psag 3,0 MM, cpegHuii pag 3,5 MM, BHELLIHWUIA paj
4,0 MM, gnvHa psga cko6ok 60 MM (MapKMpoBKa MHAMBUAYaANbHOW YNaKOBKK)

iV
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Annapar cluMBaroLe-pexyLmii (ctennep), 04HOPA30BbIN, CTEPUNbHbINA, B HAbOPE,
B BapuaHTax ncnonHeHma no TY 32.50,13-002-97027951 -2023
TpexpsagHble CMEHHbIe KacceTbl CO CKOGKamMu «IHAO0KaAT KoBuagmneH», ¢ 4MHON psiga CKo6ok 60 MM:
- CwmeHHas KacceTa (LBeT (M0neToBbI), A/IMHA B PACKPLITOM MOJIOKEHUN CKOOKU BHYTPeHHUIA psg 3,0 MM, cpefHuiA psg 3,5 MM, BHelHWi pag 4,0 Mbl, AnHa psga
CKO6OK 60 MM - 1 WwTyKa

[ ] 000 «A-PIro» )
B™ Agppec: 249035, Kanyxckas 0651acTb, r.0. ropog O6uuiick, r O6HUHCK, KB-n CagoBble yuacTku CamMcoHOBO, A. 29 22.04.2024  fiofl 240422-08
Appec mecta OO0 «A-PI'O», 249035, Kanyxckasi 0611., r. OBHWHCK, KBapTan CafoBble y4acTky CaMCOHOBO, A. 29
npomssogcTBa:  BM Medical Technology Co., Ltd. No.Il, Nancun Industrial Paric, Yangjian Town, Xishan District, Wuxi City, 214107 2.21.04.2027

Jiangsu P.R. China

YcnoBus aKcryTyaTaumn: Temnepartypa oKpy)atoLLero Bo3gyxaoT+10 o +45 “C, oTHocuTesbHasi BNiaXKHOCTb He Aof1acHa MpeBbIwaTh 98% npy Temnepatype natoc 35 v arMocdepHoe

[JasneHnn ot 86 o 106,7 KlMa.
YCnoBusl XpaHeHUst: crielyanbHO 060py0BaHHbIe CKaabl Mo yeoBysM rpynnbl 1 (J1) no FCXIT 15150, npy Temnepatype oT + 5 “C o + 40 °C 1 0THOCUTE/IbHOW BIaXXHOCTM He 6onee
80% nipu 25 Ha paccTosiHNM He MeHee 1 M OT HarpeBaTe/IbHbIX NMPUBOPOB, A0/MHKHA 06eCreUBaTLCA 3aLLTa OT 3arpsi3HEHUI 1 BO3AEVCTBISA arpecCuBHbIX CPEf, a Takoke HaX0XaeHHe

B 3aLLMLLIEHHOM OT CO/THLiA MECTE.
YcnoBust -(haHCMopLUPOBaHNA: TeMrepaTypa OKpyXKatoLLero Bosayxa oT-50® C o + 50@Cu 0THOCUTE/IbHas BNadXXHOCTL He 601ee 100% npu 25 ®C, TpaHCNopTUPOBaHKe OCYLLECTBISATb

BCEMW BUZAMM KPbITOrO TPAHCMOPTa, NPK YC0BUMN VX 3aLLThI OT 3arPA3HEHNI 1 MeXaHUYECKVIX MOBPEXAEHWIA.
Ymwwmzauysi: Crensiepbl, 6bIBLUME B 3KCT/yaTalmn, YyTUINSUPYIOT B MEAULIMHCKMX YUpeXXaeHusX coracHo CaHlMnH 2.1.3684-21 no knaccy 0TXofoB b, a cTennepbl ¢ UCTEKLLIMM CPOKOM

XpaHeHUsi U/ v He BbIBLUVE B YNOTPEGIEHNM - MO K/accy 0TX0A0B A.

HeTokcnyHo AnnporeHHo CTepwsibHO, CTepuIn3aLys OKCUAOM 3Tu/eHa

W 'f' @ Tce' ® A

TpexpsagHas CMeHHas KacceTa co CKobkaMu «3HAoKaT KoBnaneH», ¢ AnnMHON paga ckobok 60 mm:
CMeHHas kacceTta (LBET ()MONETOBbIN), ANIMHA B PACKPLITOM MONOXEHWUN CKOGKM BHYTPEHHMUI pag 3,0 MM, cpeaHuUin pag 3,5 MM, BHELHWI psj
4,0 MM, ANTMHA pAfda CKOB6oK 60 MM (MapKMpOBKa NOTPeOUTENLCKON yNnaKoBKM)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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JInHeliHbI cliBatoLe-peXxyLnii annapat (cTennep) «OnaHKaT 1» AN OTKPbLITOW XUPYPrin AJVHHbIA (100 MM) ¢ NpegyCcTaHOBNEHHOM
[ABYXPS/AHOI KacceToi co CKobKaMu, LBET 3eNeHblli, BbICOTa CKOBKM 4,8 MM (06LWWKIA BUA MEAMLIMHCKOTO U34enus)

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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JlanapsAT CLUHMIOLLE-POKYNBIA (CTEosICP), 0ABOPasoBb I, CTCPUBLBbLIN, B HAbope,
B BapLLULLITBX MCMONHCTM Mo TY 32.56/13-002-97027951 -2023

JIVHEVHb IV CrraBatoLLE-peXKyLLHI anrnapaT (cTerviep) «OnaHKBT 1» [y1a OTKPL IO XMpYPrim [yiHHBLIA (100 MVI) ¢ NpelyCTaHOR/EHHOM ABYXPSABOIA
KacCeTol CO CKoOKav, LIBET 3e/eHb I, BbIcOTa CKOOk 4,8 Mvie 1MMyKB

a 000 «A-Pro»
IM  Auwpk: 249035, KeayxcleM 0&MeTs, 1. ropog Obrawuck, r Obaaack, n-a Ciaoetie yyacnks CLucosoao, 4. 29 22.0471024 240422-10
\ Appec blecta OO0 sA4*T 0|, 249033. Kgsayxcem 06., . O6TaBK. Kmpw Cegowe yytonw Cw coBoao, 4. 29
"tl,l* npotomacna: BM Medkal Tectanololy Co.. Ltd. No.ll, Hwcw lodustrU Piric, YMtgjiMTowb. XLL w District, Wuxi City. 2 21.04.2027
214107 P.fL China
HeTokcnHo AuwdoreLuto 9 9 Creplwso. cTepBAHMLIM orauoM sthmib

Yuioak! McoAayTLW B: TeMnepnypa OKpyXatoLLero Bogyxa ot 10~ no <43 *C. oTaocKTanuaa amksocTb Be AosHKBa LiMamxxwb 9SH 1M Tewwkpatype natoc 33 *C u «Lwo-
cthepHOe AaBnieHHH 0T 16 fo 106,7 kMa
40 4: B OTBOCXKIesibltOli BNaXKHOCTU He 6onee

YcBOBBSA XPBHELLIN: coeaT/blloobopyaoBaraBucksiBabl No ycmmMall rpywm 1(J1)oo FOCT 13130,18WITNMHPBlype 0T+ 3
80H opsA23 4 ; w paccToBBT Me MeHee 1M OT BerpeBBTe/bloa NPsSGOPOB, AOAKAB 06ecOeULLBTbCA 301U N OT 3BrpB3Beans] B Bo3AeBcTall arpeccaMmx cpeg, a

B 3alHTeNIObI OT COSHUB MeCTe.
YT1BnK3awmM: CTeLlKpbl, ObIBLUVE @ 3KCNYALLIMH. YTHAIOBPYKYT a MeALULLBCXHX yypexaeaonx cornacHo Casl LU 2.1.3644*21 no knaccy 0TXoA0B b, a ctennepbl ¢ CoOKOM

XPeHeHWa H/ Ann He Gbinale B ynoTpe6ieHXH - Mo Kaccy 0TX040B A.

PY M, oT. f ’ d) T N A

JInHelHbIR clumBaroWwe-peXxyLwmii annapat (ctennep) «ONaHKaT 1» AN OTKPbITON XUPYyprun anvHHbIi (100 mm) ¢ npeaycTaHOBEHHOWA
ABYXPSAHOIN KacCeToil Co CKoGKamu, LBET 3e/eHblid, BbicoTa CKOOKM 4,8 MM (MapKupoBKa MHAMBUAYANbHOW YNaKOBKN)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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ANLLPBT CLLUBBIIOLLIE-PCSYNLLHV (CTerviep), 04BOpas3oBuii, CTEPWIbHBIN, 11 Habope,
a MPBaHTLLIX HCMOMHCHHB Mo TY 32J0.13-002-97027951 -2023
JWHEVHBL I CLLABSKIVLIE-PERYLLYIA an N/ T (cTerviep) «OrsHKaT 1» 7K OTKPb oM XVpYPrim AiiHHL 1A (100 MV) C MPCLYCTaHOaNeSHOM ABYXPSAHON
KaCOETOM CO CKOOKaMM, LIBET 3e/IeHb A, BbICOTACKOOK/ 4,8 MM 1 Mmyra

m 00O «A-PTO»

22iM 024 240422-t0
M fl Anpec: 249035, KMyXckm 06nacth, ro. ropos O6Wwcx, r O6HHACK. D -n CMoOBbIBy4Yacnw CamMcoHoBo, 4 29

Auwmc mecta OO0 «/14PIM0», 24903S, Kasyckaa 0611., . O6BLLCK, kaapTo Cafosble ymcniu CaHcos0ao, 4 29

NPOKBOACTW BM Medical Tectoology Co.. Ltd. No.ll, Nancun Industrial Paric, Yangji» Town, Xiaban Dotrict, W uxi City, 2 21.04p027

214107 siangsu PJt china
YcnoBHa onyaTaLlunr. TANKPBTYPB oigjyaaiom efo BO3AyXa or +HO *C 0 +45 «c, oTAOCUref|bBas TALWOCTb He o/HKHA NpeBbIaTh 9SS npsA Temnepatype naoc 35 N A BLUO-
cdhcpHoe gaspeLLl ot 86 o 1077 Kia.

gjriﬁme XPBHEKBS: CrenBa/bBO 060pyA0BaHHbIe CKaagdbl Mo ycnoantl Tpynnbl 1¢n) no FOCT 15150, TthH TemnepBType 0T+ 5 *C fo + 40 “C B 0THOCTMEXbHOSA BIBHHOCTM He 6osiee
pn 25 L—l:, Ha PeCCTOAHVH He MeHee 1I/IOTKBFpeaaTEI'IblTI/IXLLUJﬁapOB. LI'OA)KMaOﬁeCI‘IeHVILUaTbCa3aI'II/ITOT3aI'ILUaEHHaBBOSaEﬁCTaMaaneCCHaHI:IXCpe,anaK)KeMI/IO)KAEBHe
B 3aLLHLLEMIObI OT COSIHLLI MeCTe.

YcnosBl TpaHCNopndoBaHys: TeblaepBTYPaoCpy>XaroLLIero Bo3ayxaoT-50* C 10 +50 *C s ontocHTesbBaaasaxTHCTbHe 601ee 100% npm 25 *C, TPBHCMOPLLPOBasME OCYLLIECTINATH
BCEMM BHAMB KPbITOrO TPAHCTOPTA, LLIM YC/I0BUM AX 3aLLIMThI OT 3BrPasvieHHIi 1 MexTNECKHX MOLEXAMHIA.

YTHAH3NWA: CTense]»!, ObIBLUME B 3KCNIAYyaTaKIL, yTAHUYYIOT & MeAVILMHCKUX yepexxaeastocoTBcaoCaT/AnH 2.1J6S4-21 no rokaccy 0TxoA0B B, B CTen/epbl C UCTEKLLVIM CPOKOM
XpaHeHVst N/ HW He BbleLLiHe a ynoTpe6/IeHn - 10 XSIBCOT OTXOA0B A .

CTepBbao, cTepa»

® ® ra ® A

JInHeRHbIV cluvBatoLWe-pexywmii annapat (ctenniep) «ONaHKaT 1» ANA OTKPbITOW XUPYPrum
ANVHHBIV (100 MM) CO CMeHHbIMU KacceTamm co CKobkamu (MapKMpoBKa NOTPebuTeIbCKOM YNakoBKK)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[ByxpsifHasa CMeHHas KacceTa co CKobkamu «OnaHKat 1», ¢ ANnHOM psiga cko6ok 100 MM:
CwmeHHas KacceTa (LBeT rony6oii), BbicoTa CKO6KM 3,8 MM (06LMIA BUA MEAULIMHCKOTO U3Aenns)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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[ByxpsigHas CMeHHas KacceTa co cKobkammn «OnaHKaTt 1», ¢ A/IMHON psafa cko6ok 100 mm:
CmeHHas KacceTa (UBeT 3eneHblii), BbICOTa CKOOKM 4,8 MM (MapKMpoBKa MHANBUAYa/IbHON YNaKoBKK)

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Annapar cLuMBaroLLLe-pexyLmii (cTennep), O4BOPa30BbINA, CTEPUbHbIN, B Habope,

B BapuaHTax ucnosiHeHus no TY 32,50.13-002-97027951 -2023
TpexpsiiHble CMEeHHbIE KacCeTbl CO CKOBKaMU «DHA0KAT JWENOH», C ANMHON psaga ckobok 60 MM:

- CwmeHHas kacceTa (LBET 30/10TOW), /IMHA B PACKPLITOM NMONOXEHUN CKOOKK 3,8 MM, fiNMHA psja CKO6ok 60 Mm - 1 wTyka

M J1 Agpec: 249035, Kanyxckas 061acTb, I.0. ropog O6HMHCK, I O6HMHCK, kB-1 CafoBble y4acTk CamMCcoHOBO, 4. 29 Cd] 22.047024 LOM 24042204
Agpec mecta OO0 «A-PIMO», 249035, Karnyarekast 06/1., r. O6HUHCK, KBapTan CafoBble y4acTKy CamMCcoHOBO, 4. 29
wporoBoacTBa: BM Medical Technology Co., Ltd. N o.1l, Nancun Industrial Park, Yangjian Town, Xishan District, Wuxi City, 21.04.2027

214107 Jiangsu P.R. China

YcnoBuvst SKC/TyaTauyn: TemnepaTypa OKpY>KaroLero Boayxa ot +10 “C go +45 *C, oTHocuTeNIbHas BXKHOCTb He JO/DKHA NpeBbILLaTe 98% npuv TeMnepatype ntoc 35 *C n atmocdep-
Hoe faBsieHnn oT 86 1o 106,7 Kia

YCrnoBuYst XpaHeHVst: crieLyasibHoO 060pyAoBaHHbIe Ckadbl Mo ycnosuam rpynnbi 1 (J1) no FOCT 15150, npy Temnepatype oT + 5®@C a0 + 40®Cu 0THOCUTENbHOM BIaXKHOCTY He 6oree
80% npu 25 “C, Ha pacCTOsIHWM He MeHee 1 M 0T HarpeBaTe/bHbIX FhM60POB, fo/allia 06ecreuBaThCA 3allyTa 0T 3arpsi3HeHUIA 1 BO3AECTBUS arpecCUBHbIX CPEL, a TaKKe HaXoKaeHue
B 3aLLMLLEHHOM OT COJTHLL MeCTe.

YCnoBusi TPAHCTMOPTHPOBASIHS: TeMnN’\>aTypa OKpY»KatoLLero Bo3gyxao T-50” 4o +50” H oTHocUTe/bHas BNaXKHOCTL He 60/1ee 100% 25
BCEMU BMAMU KPbITOrO TPAHCMOPTa, MY YCMI0BUN WX 3aLLMThI OT 3arpsi3HEHNI 1 MEXaHNYECKIMX MOBPEXAEHWIA.

YTnmsauusi: CTenniepbl, GbIBLUME B SKCUTyaTaLmm, YTUIM3MPYIOT B MEAULIMHCKUX YUpeXaeHNsiX cornacHo CaHlMsH 2.1.3684-21 no Knaccy 0TXo40B b, a cTennepbl ¢ UCTEKLLVIM CPOKOM
XpaHeHVst U/ U He BbIBLLVE B YNOTPEG/IEHMM - M0 K/accy 0TX0A0B A.

TPaHCMOPTUPOBaHME OCYLLECTASIATD

HeTokcnyHo ANMporeHHo CTUpHSbIIO, CTEPUN3ALMNA OKCUAOM 3TUMEHA

pyjfe

[ByxpsifHas CMeHHas KacceTa co CKOOKaMn «OnaHKaT 1», ¢ ANNHOI paga ckob6ok 100 mm:
CmMeHHas KacceTa (UBET 3eNeHblii), BbicOTa CKOOKM 4,8 MM (MapKMpoBKa NOTPeOUTENbCKON YNaKOBKK)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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