OO0 «Megsnm»

196158, r.CaHkT-lMeTepbypr, Mockosckoe W., 4.26, kop.2, cTp. |, kB.81
OlPH 1107847099128, MHH/KMM 7810584117/781001001,0k0 10 65925281

YTBEPXOAIO
CeHepanbHbIA AUPEKTOP
000 «Meparim»
Ypanon A. A.

5 » Mas 2024 .

cDOTOI'paCtI)I/Il-IGCKI/Ie |/|306pa>|<eH|/|ﬂ MegnUMNHCKOIo n3aesins

LLINpML, MHBEKLUMOHHbIV OAHOKPATHOIO MPUMEHEHUSI CTEPUJIbHbI
ABYXKOMIMOHEHTHbIA UAN TPEXKOMIMOHEHTHbIN, C UTI0A WX 6€3 UT /bl

no TY 32.50.13-001-65925281-2023

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM
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& 000 ”-"PM"@'NFU@!R,M!-RH@W_W_W:EQS.Z_QRAVMDZ@&RUJKpaTHoro MPYMEHEHNA CTEPUIIbHBINA CTaHAAPTHBIN C HAKOHEYHUKOM «Jlyep JTOK» TPEXKOMMOHEHTHbIN, 6e3 urbl. O6uwunin Bug,



HINNMI MHLAKITUOHHKIG NTHOKNATHOTO PUMEHEHNUS CTEPUIbHbIA CTaHAAPTHBIA C HAKOHEYHUKOM «JTyep JIOK» TPEXKOMMOHEHTHbIA C U0l MHBEKLWOHHOW 0JHOKPATHOIO
& 000 UUPMM @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU NPUMEHEHNS CTaHAapTHOM. OBW M BUA,



@ 000 LMPMY [ INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR.RU MPUMEHEHNA CTEPUNbHbINA CTaHAAPTHbIA C HAKOHEUHUKOM «JTyep JTOK» TPEXKOMMOHEHTHbIA C iBYMA CTaHAAPTHLIMU UHLEKLUOHHBIMM
nurnamm. O6WNIA BNA.



@ 000 LWPMH @TN“FE@C'IKMIﬁd@WWWEUﬁEDﬁAWAAIJ'Z'ERAI{U'oro MPUMEHEHNA CTEPUNbHbIA CTaHAAPTHBIA C HAKOHEYHUKOM «J1yep JTOK» TPEXKOMMOHEHTHbIA C IBYMA UHBLEKLUOHHBIMU UFNamMm
’ ’ ' (cTaHgapTHON 1 6e3onacHoi). O6W KA BUA.



@ 000 U,MPMM @lINFD@CIR'MIRU@WWWGUHI]RKVNKEZEREUPO NPUMEHEHNS CTEPUNbHbIV CTAHAAPTHBIA € HAKOHEYHUKOM «J1yep JTOK» TPEXKOMMOHEHTHbIN C BYMA WHBbEKLMOHHbIMW 6e30nacHbIMU
nrnamm. O6Wmnin Bug.
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& 000 uMPMM@INF[L@F.'B@.ILEUv@uw\‘.N.wL'.,qu\SJZ.I?MYMD\Z,%;?Hr(paTHOrO NMPUMEHEHNA CTEpVIﬂbeIVI CTaH,qapTHbIVI C HaKOHeYHUKOM «Jlyep JTOK» ,D,ByXKOMI'IOHGHTHbIVI, 6e3 urnbl. O6|J.|,VII7I BuA.
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@ 000 umpﬁh'@Tri#u'ééinﬁi’hii@Wﬁvi'éo§zﬁhh?lﬁﬁﬁﬁﬁ'rﬁf° NMPUMEHEHWS CTEPUbHbIA CTaH4APTHbIA C HAKOHEYHUKOM «Jlyep JIOK» ABYXKOMMOHEHTHbIW C UT0/ WHBEKLUOHHON O4HOKPATHOTO
) ’ ' NpUMeHeHWUs cTaHaapTHOW. O6WNiA Bua,



& 000 HMPMM@INFU@CIRMI.RU @WWW.GUSZI]RAVNADZUR.RU MPUMEHEHUS CTEPUIbHBIA CTAaHAAPTHBIN C HAKOHEYHUKOM «J1yep JTOK» [BYXKOMMOHEHTHbIA € ABYMS CTaHAAPTHbIMU UHBEKLMOHHbIMY
urnamm. O6Wwmin Bug,
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@ 000 UWPMI &7 INFO@CIRMIRU € WWW.GOSZDRAVNADZORRU °TO MPVIMEHEHNS CTEPUIbHBIN CTaHAAPTHBIA C HAKOHEUHNKOM «Jlyep JIOK» [ABYXKOMMOHEHTHBIA C ABYMS NHBEKLMOHHBIMY UTNamu
(cTaHgapTHOW 1 6e3onacHoin). O6WKMii BUA.



@ 000 LWPMH &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU MPVIMEHEHUS CTePU/IbHbIA CTAaHAAPTHBIN C HAKOHEYHUKOM «Jlyep J10K» BYXKOMMOHEHTHbIA C ABYMS UHBEKLMOHHBIMU GC»0MacHbIMA
urnamm. O6WMIA BUA.



& 000 LMPMU (€] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU )aTHOrO NPUMEHEHNSA CTEPUNbHbIA CTaHAAPTHbLIA C HAKOHEYHUKOM «Jlyep Cnun» TPeXKOMMOHEHTHbIN, 6e3 urabl. O6wuii Bua,.



LLINoMu MHbEKUNOHHbI 0NHOKDATHOTO NMPUMEHEHUA CTepMﬂbeIVI CTaH,IJ.apTHbIVI C HaKOHEYHUKOM «ﬂyep Cnun» TpeXKOMI'IOHeHTHI:II7I c urnoi MHBEKLLMOHHOVI OAHOKpaTHOTro
@ 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU NDUMEHEHMS CTAHAAPTHOM. OBILMiA B



@ 000 ll,IVIIPIﬁVIn@ INFD@ACIRMIIﬁl@W\?VWAGﬁSZﬁRA?IﬁKDZEﬁU MPYMEHEHMNA CTEPU/bHbLIA CTaHAAPTHBIV C HAKOHEYHUKOM «Jlyep CAun» TPEXKOMMOHEHTHbIW C ABYMSA CTAHAAPTHLIMU MHBLEKLMUOHHbIMU
) ’ ' urnamu. O6WWIA Bra.



& 000 llMPMW@ |NFU@C|RM|.RU@WWW.GdéZDRAVNADZUR.RU)ro npuMeHeHuA CTepI/I]'IbeII7I CTaH,CI.apTHbIVI C HaKoHeYyHUKoM «Jlyep Cnaunn» TpeXKOMI'IOHEHTHbII7I C ABYMA WHBEKUMOHHBIMW Urnamn
(cTaHgapTHOI 1 6e3onacHoin). O6WwMiA BUA.



& 000 LUPMU &) INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU 1PMMEHEHNS CTEPUNbHBIA CTaHAAPTHbLINA C HAKOHEYHUKOM «Jlyep Cnmny» TPEXKOMMOHEHTHbIW C ABYMS UHBEKLMOHHbIMW 6€30MacHbIMM
urnamun. O6Wnii BUA.



ir>

c “-Jiy

v' Vr = 2w |

& 000 LUHPMH () INFO@CIRMI.RU € WWW.GOSZDRAVNADZORRU aTHOTFO MPUMEHEHMS CTEPUbHbIA CTaHAAPTHbIA C HAKOHEYHUKOM «JTyep Cnun» LBYXKOMMOHEHTHbIW, 63 urnbl. O6wuii Bug,.
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@& 000 u"ﬁMM@|NFU@C|RM|.RU@WWW.GUSZDRAVNADZUR.RU NPUMEHEHNA CTepVI]'IbeIVI CTaHﬂ'apTHbIVI C HakoHe4yHuKoM «Jlyep Cnun» AByXKOMHOHEHTHbIVI C UFN0A NHBEKLMOHHOM OAHOKpaTHOro
NpUMeHeHNsa cTaHAapTHON. O6LWwuin Bug,.



@ 000 LIUPMH &) INFO@CIRMIRU € WWW.G0SZDRAVNADZOR RU TPVIMEHEHUS CTEPUNbHBIN CTaHAAPTHBIN C HAKOHEYHUKOM «Jlyep Cnnn» ABYXKOMMOHEHTHbIN C iBYMS CTaHAAPTHBIMW UHBEKLNOHHBIMM
nrnamun. O6WMiA Bug.



@ 000 UHPMH [2) INFO@CIRMI.RU € WWW.GOSZDRAVNADZORRU FO MPUMEHEHMUA CTEPU/bHbIA CTaHAAPTHbINA C HAaKOHeYHUKOM «Jlyep Caun» ABYXKOMMOHEHTHbIW C ABYMA UHBEKLMOHHBIMU UTAaMK
(cTaHgapTHOW © 6esonacHoin). O6wWwwMiA BUA.
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@ 000 LIUPMH () INFO@CIRMI.RU € WWW.GOSZDRAVNADZORRU MPUMEHEHUS CTEPUbHBINA CTaHAAPTHBIV C HAKOHEYHUKOM «Jlyep Cnun» ABYXKOMMOHEHTHLIA C BYMA WHBEKLMOHHLIMK 6€30MacHbIMY
nrnamun. O6Wmnii BUA.



& 000 LUPMH @) INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR.RU THBIH ONHOKPATHOr0 NpHMEHECHHA crepmwuﬁ C COCIHHCHHEM KAaTeTCPHOT0 THNA Tpexxounoueumuﬁ, 6e3 urani. O6mmit BHA.
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& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU 7 0AHOKPATHOTO MPUMEHEHNSI CTEPU/IbHbINA C COEAUHEHMEM KAaTeTepHOro TUNa ABYXKOMMOHEHTHbIN, 6€3 uribl. O6Lnii Bug



& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU O06LKii B NOoTpebuTenbCKo yNakoBKy Wnpuua 6e3 urnbl. O6wuii Bug,



& 000 LMPMU €] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU O6wwmit BUA NOTPEOMTENBCKON YNAKOBKM LMpULUa ¢ urnoi. O6wuii Bug



LU npuy, MbCKLMOHMbIA OLHOKPATMOrO NPUMEHEHUSA C-TepuabHbIA JBYXKOMMOHELITHBIA UM TPEXKOMIOHC.ITHBIA C WMo Wik 6e3
urnbel no TY 32.50.13-001-65925281-2023
LLInpuL, IrbeKUMOHHBIA OAHOKPATHOrO NPUMEHEHNS CTEPUIIbHBIA CTAaHAAPTHBIA C HaKOHEUHVKOM <LLiep Crivn» AByXKOMIOUMIMHLIA HOMVHEIBHOM
BMECTMMOCTbHO; 2 M/, C iBYMS 6e30MacHbIMN MITbeKLMOHHBLIMA Mrfaviv, pasviep NepBoii bl 0.6 X25 MM; pasviep BTopoi Wbl 0.6x32 Mvi
000 (<|\/|€A3|7|M»
Poccus. 196158, r. CaHkT-MeTepbypr, Mockosckoe L., [1,26, kop.2, cTp.1 kB.8L * PYNe or

MecTto npounsBoacTsa; «Li3sHey LisnuyHb Meavkan duealicec Ko., Jira.» (Jiangsu Jichun Medical Devices Co., Ltd.)
«BaifsHb Bpumk N>98. UkcHbrny Tayii. TaubllH, YaHuwkoy, 213111 LizsHcy, KuTaiickas HapogHas Pecry6rka (No.98 Baiyang Bridge, Zegu
Town, Tianning, Changzhou, 213111 Jiangsu, P.R. China)

Cr0:19.12.2023 2: 18.12.2028 1*-°A: 20231219 D ® ® :Ne X A T f ,f CIEPWBHO  Obwem; 2w

& 000 LIMPMH &7 INFO@CIRMIRU & WWW.60SZDRAVNADZOR RU MpOEKT MapKMPOBKYM MOTPEOUTENLCKON YNakoBKW. OOBLLMIA BUT,



LIJI'IpI/ILI, VIHbEKLI,I/IOHHbII7I OAHOKPAaTHOro npnMeHeHNA CTepMﬂbeIVI ,U,ByXKOMI'IOHEHTI/IbIﬁ nnn TpeXKOMﬂOHeHTHbIﬁ,
C MUrnon wnum 6e3 urabl Ho TY 32.50.13-001-65925281-2023
Wnpuy MHbEeKLNOHHbLIA OAHOKPATHOTO MPUMEHEHUSA CTEPU/bHbIA CTaAHLAPTHbLIA C HAKOHEYHUKOM «Jlyep JTOK»
TPEXKOMMNOHEHTHbI, cofepXawunii natekc, HOMMWHaNbHOW BMeCcTUMOCTbto; 150 M, ¢ UTNOM MHBEKIWOHHOW O4HOKPATHOTO
NMPUMEHEHUSA CTaHAAapPTHOW, padmep urabl: 2.1 x40 Mm

PY Ne oT O6BbemM; 150 mn
KonwnyecTtBo:; 5 LWT.

XpaHeHuWe n3gennii y n3rotoButenda M notpebutens LONKHO OCYWeCTBAATbLCA B FPynnoBoOl Tape nn60 B TPAHCNOPTHOW Tape
B 3aKpblTbiX OTaniMBaeMbiX MNOMELWEHNAX HO ycnoBumaAM xpaHeHua 1 FTOCT 15150 (ot 5°C po 35°C, oTHocuTenbHasd
BNaXHocCTb He 6o0onee 80 % npu 25°C) Ha paccToaHMM He MeHee 1 meTpa OT OTOMUTENbHbIX nNpubopoB, 6e3 BO3aelicTBUSA

COMHEUYHbIX Nyyeii.

A 000 «Memalim»
Poccua, 196158, r. CaHkT-IeTepbypr, MocKoBCKoe L., .26, Kop.2, crp.l, kB.81

1

MecTo npou3dBopacTBa: «L3aHcy U3nuyHbe Megukan Ausaiicec Ko., 11g.» (Jiangsu Jichun Medical Devices Co., Ltd.)
«<banaHb Bpupgx 98, UxeHbrny TayH, TaHbHun, YaHuxoy, 213111 L 3aHcy, Kntalickaa HapogHasa Pecnybnmka G”*0.98

Baiyang Bridge, Zhenglu Town, Tianning, Changzhou, 213111 Jiangsu, P.R. China)

i] N I f -1/ crerwisio
crQ:19.12.2023 2:18.12.2028 117:20231219

Oarta ctepunusauynn: 12.2023

< 000 UMPMI (&) INFO@CIRMIRU € WWW GOSZDRAVNADZOR RU MPOEKT MaPK1POBKI PYNMOBOA YNaKoBKM. OB gy
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L npuy MHBEKLUMOHHbIN OHOKPATHOTr0 NMPUMEHEHUA CTEPUNbHbI i
OBYXKOMHOHCMNTHbI UAN TPCXKOMHOHCHTUbIW, C UTN0W Unn 6e3 Urnbl

HO TY 32.50.13-001-65925281-2023

LLINp1L, MHBEKLMOHHBI OAHOKPATAOro MNPUMEHEHNS CTEPWUbHBIV CTaunapTnbIii ¢
HaKOHEYHNKOM «J1yep JTOK» TPCXKOMHOHCHTMbINA, COAEPXXaLLiA naTeke, MOMUHaIbHON
BMECTUMOCTbLHO; 150 M/, C UI/0M MHBEKLMOHHON OLHOKPATHOIrO NPUMEHEHWSI CTaHAAPTHOIA,
pasmep ur/bl: 2.1x40 mm

«

PY Ne or O6bem: 150 mn

Konuuectso: 20 ynakoBOK HO 5LuT.

A Tpyu TPaHCMOPTMPOBAHUN U3AENUA LOMKHbI ObITb YCTOMUMBLI K KIMMATWYECKAM BO3LENCTBMAM HO
4 rOC rp 15150 jum ycnosuii xpaHeHust 5 (0T-50°C o 50°C).
XpaHeHune U3gennin y U3LoroBu rens M No3pcomTCns AOMKHO OCYLLECTBAATLCA B rPYNMNOBON Tape 6o B
TPaHCNOPTHOM Tape B 3aKPbITbIX OTALUXKBACMbIX MOMELLEHUAX MO ycnoBuam xpaHeHus t FTOCT 15150
(ot 5°C pgo 35°C, oTHOCUTeNbHasA BNaXHOCTb He 6oncc 80 % npu 25°C) nma paccTosHUM He MeHee |
MeTpa OT OTOMNMTENbHbIX MPUBOPOB, 6e3 BO3AEMACTBUS COMTHEUHbIX JTyYeli.

Mocne TPaHCMOPTMPOBAHWS B YCMOBUSX OTPULLTENbUBIX TCMHCPasyp LUMPULpbl B (haHCTMIOPTHOMN rape
LOMKHbI 6bITb BbIgEPXKaHbI MPU HOPMANbHBIX KIMMATUYECKUX YCMOBWSX He MeHee 24 4. V3penve

ncnonb3ytotcs npu Temncparypc oT 10°C go 35°C M OTHOCMTENbHON BNaKHOCTU BO3g4yxa He 6Gonee
80% npn 25°C.

000 «Measnm»
Poccms, 196158, r, Cawicr-Ic'repbypr, MockoBckoe L., N1.26, Kop.2, crp. 1, kB.81

MecTto npoussone!sa: «LizsaHcy 1[3nuyHb Megukan Ausaiicec Ko,, JITg.» (Jiangsu Jichun Medical
Devices Co., Ltd.)

«baiisnb Bpnmk Ne98, YkcHbrny TayH, MaHbumH, YaHwkoy, 213111 LizsHcy, Kutaiickas HapogHas

Pecny6nmka (N0.98 Baiyang Bridge, Zhenglu i'own, Tianning, Changzhou. 2 13 111 Jiangsu. P.R.
China)

19.12.2023 18.12.2028 [tot 20231219 T

cnpunb )

[ala ctepunusaunn: 12.2023

MpoeKT MapKMPOBKM TPAHCMOPTHOM ynakoBkn. O6LLMIA BUA

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



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

000 «Mepaiim»
WToro B HaCTOoALLEM NOKYMEHTE

n nncTa (oB)
"eHepanbHbI AUPEKTOp
oii A. L,



