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POTOMPAPUNYECKWVE N3OBPAXEHUS
MEAVNLMHCKOIO U3AENNA

BuaeoypeTtepopeHockon rmbkuii STATIM,
01HOPAa30BbIii, CTEPUNBbHbIN
no TY 26.60.12-010-38044224-2023

MpomnssogcTea: O6LLECTBO C OrpaHMUYeHHOW OTBETCTBEHHOCTbLIO «Pul” Mpynn Ko»
199406, ropog CaHkT-MeTepbypr, yn. LLleByeHKo, 4. 22, K. 1, kB. 50

CaHkT-lMeTepbypr,
2024

3NEKTPOHHAS KONHA OGOPMAIEHA IEHTPOM UCMbITAHIF W PETMCTPALIMI MERHLMHCKUX H3DENHI



PucyHok 1- BupeoypeTepopeHockon rm6kuin STATIM, mogenn SUV-2C-B
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PucyHok 2 - BupgeoypetepopeHockon ru6kuit STATIM. mogenn SUV-2C-B B MHAMBUAYaANbHON ynaKoBKe
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BHaeoypeTcpopcHockon rmbkuit STAT1M, 0aHOPa3oBbIi, CTEPUbHBIA
no TY 26.60.12-010-35044224-2023
BkpcoypctcpopcHockon STAHM. monens SUV-2C-B- | wityka

00O «Pul I'pynn Kew*

N B Agpec: I0W06. CaHkT-MeTepbypr, ya UleascHKO g. 22, kopn. |, to. 50. " 037047024 @ 202402111
Appec necra Scnita Medical TechnoJoey Co., LU .,
npotaogctn: NoZ OIOMM Socci. Suzhou Industnal Park. 215000 Suzhou, Jim”su Province, PEOPLE'S REPUBLIC OF 2 N 0204:2027
CHWA.
HeTokcuyHo CTepHsbI0, CTCPUTIOBLMS OKCUAOM YrHACUA

Ycnoamk NOuyaniiHir Temoeparypa okpyxatoLero Bosgyxa ot -sbFOK! go *3 ~ oTHocuTekHas BnaxHocTm 80H npu TemnepaType natoc 25 1 arwocdcpHoe faBneHnu ot S4.0
nol06,7kMa
YcnoalwrxpaHeHka:cnewagbitoobop>'nocaHMmMecto1agbl noycnosHam qynrnm | (1)rieFOCT 151SO, npu Temnepatype oT + 54 go-I- 40 H 0raoCuMTCNbHOA BAAX3KCTU MC 60/ee
80% npm 25 Y Ha poCCTOAHMH He MeHce | M OT HarpeBaTeNbHbIX NPUBOPOB, A0MKHA 06eCneynBaTbCs 3aLiMTa OT 3arpA3HeHWI H BO3ACHCTans arpecCUBHbIX CPej, a TakKe HaX0XXHUC
a 3alMLLEHHOM OT COAMLL MecCTe.
YTHAU3ALLN: BKACOYPErepppeMocXThl. ObIBLIME B 3IKCMAyaTauHH, YTUAU3UPYIOT B MeLULMHCKUX yupexpaeHusx cornacHo C&HMuH 2/1.3684-21 no knaccy oTtxofosB b, a
aM/le0ypeTepoPEeHOCKOrLL C UCTOKLLIMM CPOKOM XpaneHMz 1 / Unn He 6biBLLVE B yNOTpebIeHnn - Mo Knaccy 0TX0A0B A.
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PucyHok 5 - BupgeoypetepopeHockon rubkuit STATIM, mogenn SUV-2C-B B noTpebnTenbCcKOli ynakoBKe .
CMapKuUpoBKOU
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BugeoypetepopeHockon rubku! STATIM, 04HOPa30BbIiA, CTEPUNbHBIA

noTY 26M12410-38044224-2023
Bupeo)petcpopesockon STATIM, mogenb SUV-2C-B -1 wtyka

00O «PHI" Mpynn Ko» < » r 9
Anpec: 19406. Catoct-Mery)™pr, yn LLieBueHkof 22. kopn. . xi. 50. ’:‘ . 05.04.2024 % I 2024021301
0
Azpec mecTa Sciviu Medical Tednology Co.. Ltd. 0--
npotoaogcraa: N oi, Qinggiu Street, Suzhou Industrial Park, 215000 Suzhou. Jiangsu Province, PEOPLE’S REPUBLIC OF CHINA. 02.04.2027

Y cloa aKCnnyTallMm; Temneparypa oKpyxatoLero Bowyxa ot+10 *C o +35 *C, oTHocUTeNbHAA WHankcTb 804 npv Temnepatype natoc 25 *C n aTMocdepHoe gaageHH o1 84,0 4o 106,7 KMMa.
Yenoans xpaHeHust; criewmanbHo 060pyA0BaHHbIE cknagbl Mo Ye-AoHuam rpynnbl 1 (/1) no IO a 15150, npu Temnepatype 0T + 5 “C 40 + 40 X 1 OTHOCHTLUHOM BRaxHOCTH He 6onee 80% npu 25 “C, Ha
PAcCTOSHMN He MeHee | M 0T HarpeBaTeNbHbIX MPUGOPOB, LOMKHA 006CTIEUMBATLCA 3aLLMTA OT 3arpA3HEHUIA M BO3AEICTBIA arPeccMBHbIX CPEL, a TAKOKE HAXOXKAEHME B 3aLLMULLEHHOM 0T CaHLLa MecTe

YCA0BUS TPAHCMOPTUPOBAHMS: TEMNEpaTypa OKPYTKatoLLero Boayxa 0 T-50 X 4.0+50 X 1 0THocUTENbHAs BNaXHOCTb He 6onee 100% npu 25 X , TPaHCMOPTMPOBAHME OCYLLECTB-THTb BCEMY BUAMMU KPbITOrO
TPaHCNOpTa, NP YCNOBIM MX 3aLLMTBI OT 3arPA3HEHIIA H MEXaHNUECKIX MOBPEXAEHNIA.

YTUM3aLMA: BIAAE0YPCTEPOPEHOCKOMbI, BbIBLUME B IKCMNyATALMM, YTUNUIUPYIOT B MEQULMHCKUX yupexaeHnax cornacHo CanMuH 2.1J684-21 no knaccy onogoa b, a BUeoypeTepopeHOCKOMbI ¢ UCTEKLLIMM

CPOKOM XPaHEHWS! M/ W He GbIBLUME B YNOTPEGAEHUY - MO KNacey 0TX00B A, L
r

HETOKCUYHO & B CTepwibiio,CTYHLL 0ALM OKCUIOM 3TUEHA
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PucyHok 7 - TpaHcnopTHaa ynakoBka BupgeoypeTepopeHockona ruékoro STATIM, mogenn SUV-2C-B
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PucyHok 8 - MapknpoBKa TpaHCNOpPTHOM ynakoBku BugeoypetepopeHockona rubkoro STATIM, mogenn SUV-2C-B
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OKTIA42 26.60.12.126 YTBEPXOAKO

CeHepanbHbIN AUPEKTOp
OOONEUI I'pynn Ko»

aves /

MAKET MAPKNPOBKW
MEOVNUMHCKOIO N3AENNA

BupeoypetepopeHockon rnoknii STATIM,
0A4HOPa30Bbli, CTEPU/IbHbIN
no TY 26.60.12-010-38044224-2023

MpoussoacTea: OO0 «Pul” 'pynn Ko», Poccus
199406, CaHkT-IeTepbypr, yn LLeByeHko a. 22, kopn. |, kB. 50.

r. CaHkT-lMeTepbypr,
2024 r.
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MaxeT MapKHpOBKH HHANBHIYATEHOH YIIAKOBKH BHACOYPETEPOPEHOCKONA
Bugaeoyperepopenockon rubxuit STATIM, oanopazonsiit, creprabusiil
no TY 26.60.12-010-38044224-2023
n STATIM, moaens SUV-2C-B — | inTyka
000 «Pul” I'pyonn Ko» o —
‘ Anpec: 199406, Canxr-TlerepSypr, yn llesuenko a. 22, xopa. 1, ks. 50. ‘ﬁ‘ 03.04.2024 .‘ 2024021301
Anpec mecta OO0 «Pal” I'pynn Kow, 188508, Poccus, Jleunurpanckan ofinacts, Jlomonocoecknii M. p-i, Biwutoscxoe r. n.,

4 -

TPOH3BOR- Tep. 10xnan ascrs np. sonm Fopenoso, 1-# xe-n, o 3, c1p. | [,
crea: Scivita Medical Technology Co., Lid., 02.04.2027
No.2, Qingqiu Street, Suzhou Industrial Park, 215000 Suzhou, Jisngsu Province, PEOPLE’S REPUBLIC OF
CHINA.
Heroxcuauo CTepuasno, CTEPHANIALINA OKCRIAOM ITHACHA
Vﬂ:;‘m SKCINMYATAUMM: TEMNEPRTYPA OKPYXMOIEro »o3ayxa oT +10 °C no +35 °C, oTHocHTeALHAR BnaxiocTs 80% npH Temnepatype nmoc 25 °C » armochepnoe aasnennn ot 84,0
20 106,7 k1.

Yenaosns XpaHeHna: CNSIHAILHO 050pYAOBaHHME CKIAMN N0 YCAoBHAM rpynnsi 1 (JT) no NOCT 15150, npi Temneparype oT + S °C 0 + 40 °C 1 0THOCHTENLHOH BAXHOCTH Ke Gonee
80% npm 25 °C, B paccToainy He MeHee 1 M OT HarpesaTenLULX NPHGOPOB, AOMKKAE OGECTICTHBATLCA JAMUATA OT IATPASHCHNE N BOACHCTRNS ATPECCHBHMX CPEA, A TRIOKS HAXOXICHHE
B IMOHIICHIOM OT CONBTA MECTE.

YTunaanna: BRCOYPETEPOPEHOCKONE, GLIBINNE B FRCRAYSTALHN, YTHAHSHPYIOT B MEANLHHCKHX YIpeaachnax cornacho CanllnH 2.1.3684-21 no xxaccy orxonos B. a suaeoypere-
POPCHOCKONEL ¢ HCTEXIHHM CPOKOM XPAHEHHA R / H/TH He GWBIIEE B YNOTpeGAeHHN — MO XNacCy OTXOROB A,

IPX8 [&
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Maker MapxHpOBKH NOTPeOHTENLCXOH YNAKOBKH BHACOYPETEPOPEHOCKONA

Buaeoyperepopenockon rabxni STATIM, oanopazorsili, cTepuanubiil

no TY 26.60.12-010-38044224-2023
Bnaeoyperepoperockon STATIM, moaens SUV-2C-B — | mrryka
QOO0 «Pul” I'pyrmn Ko» ‘' —
d Axnpec: 199406, Cauxt-Tlerepbypr, yn Llleauenxo a. 22, kopn. 1, xs. 50, ‘ﬂ‘ 03.04.2024 “ 2024021301
Anpec mecta 00O «Pul” Tpynn Ko», 188508, Poccas, Jlewmurpagckas o6macts, JIomonocoscxuit M. p-n, Buanozcxoe r. n., el
MpoM3InOA- Tep. IOxuan wacts np. 306 Fopenoso, 1-#t ke-n, A. 3, crp. 1 g
cTea: Scivita Medical Technology Co., Ltd., 02.04.2027
No.2, Qingqiu Street, Suzhou Industrial Park, 215000 Suzhou, Jisngsu Province, PEOPLE’S REPUBLIC OF
CHINA.
YEnoBHA SKCIUTYRTALHN: TEMTIEPETYPa OKpY2iomero posayxa ot +10 °C ao +35 °C, orsociTensnas sxasnocTs 80% npu Temnepatype wmoc 25 °C 1 atMochephoe nannenun ot 84,0

no 106,7 xila.

Yenosus xpaneHua: cnetmanbHo 05opynosaHHbIC CKAaak No yenostam rpyoms 1 (JI) no FOCT 15150, npu Temnepatype ot + 5 °C 20 + 40 °C 1 orsocHTensioft snaxmocts ke Gonee
80% npa 25 °C, Ha pacCTOSHNH HE MEHEE § M OT BATPEBATENLHEIX NPHOOPOB, AOLKHE OGECIICINBATICA IALIHTA OT 3ArPAHEHKH H BO3ACHCTEMR ATPECCHIHLIX CPER, 2 TAIOKE HAXOXACHHE
B JUUAMEHEOM OT COMHIA MecTe.

YenoBsa TPaRCHIOPTHPOSAHNA: TEMNEPATYPA OXPYRAIOINETO B03RY X2 0T — 50 °C 10 + 50 °C W OTHOCHTEIbHAN BALKHOCTS He Sonee 100% npu 25 °C, TpancnopTHpORaHHE OCYIICCTRAATS
BCCMH BHAAMHE KPWTOTC TPRHCHIOPTS, NIPH YCIOBHE MX JAIIMTH OT 3ATPAIHCHNAE 1 MEXARNYCCKHX NOBpeXaeHHI.

YTinuzauns: BHACOYPETCPOPCHOCKONS, GLIBLING B IKCRAYATAIMH, YTAAHIHPYIOT B MEAHIMHCKEX yapexachuax coraacko CanlluH 2.1.3684-21 no xnaccy orxonos B, a suacoypere-
POPEHOCKONM C UCTEKIIHM CPOKOM XPaHeHHA K / STk He OMBIIME B YNOTPEGACHHN — N0 XIIACCY OTXORO0B A.

Heroxcuuno CTepRALHO, CTEPHIM3ALHS OKCHIIOM ITHIICHR

® ¥ 0me X AN
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MakeT MapXHpOBKM TPSHCTIOPTHOH YNAKOBKM BHACOYPETEPOPEHOCKONA

Bnaeoyperepopenocxon rubxnit STATIM, oanopa3sonsiit, crepaavunil
no TY 26.60.12-010-38044224-2023
STATIM, moaens SUV-2C-B — 22 WITyKh.

000 «Pul’ Mpynn Ko»

Axpec: 199406, ropon Camcr-Tletepbypr, yn. Ulesuenxo, a. 22, . 1, xa. 50
Yenosns xpanenna: creunan /o ofopysosanisie cxaami no yenoatnm rpymmsd | (JI) mo FOCT 15150, npr remneparype ot + 5 °C no + 40
°C n oHocHTemroH BnaKnocTH He Bonee 30% npn 25 °C, Ha pacCTOAHHEH He NeHee | M OT HATpERATENLHMX NPHGOpPOa, A0/KHa obecnews-
BATLCK 3SIKTS OT ATPAACHAN K BOACHCTBHA ATPECCABAMIX CPLX, 8 TEKKE HAXOXRCHNE B JANBUEHHON OT CONHIR MCCTE.
YcaoBHR TPAHCTIOPTHPORARHA: TEMNCPATYPA OKPYRMNOIIENO BoaAyXa oT — 50 °C A0 + 50 °C o oTHOCHTERALNAA BARXNOCTE HE Domee 100%
npi 25 °C, OCYIMECTBANTS BCEMN RAJAMY KDLITOTO TPSHCTIOPTA, NPH YCAOBHN HX JANHTE OT SAPPEIHEHMT H MEXANNYE-
mmmnﬁ.' . . .
d] osou2m¢ S 204207 [ 2024021301
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