NokymeHT ana cepuu <18K15X> tosapa <Mrnbl ogHOpasosble "Hoso®awnH 30G" 0,3x8mm Ne100>

AEKJIAPANINA O COOTBETCTBHHU

ObmecTso ¢ orpanuennoll oTserersertocTsio «Hoso Hopaser» (000 «Hose Hopawnck»)
HAHMEHOBAHIC OPTaHN3AUNN WK (IJ."'WH.’“ISI, HM#, OTUECTBO MHIUBMAYANLHOTD NPCANPHHKMATENS, NPHHABIINY AEKNADALKIO O COOTBETCTBHH
Poccns, 121614, r. Mocksa, yi1. Kpeinatckas, .15, oduc 41
Tea.: (495) 956-11-32, dake: (495) 956-30-13

aapec, reacdion, daxc
3aperucTprpoBano Mucnexunel Genepansaolt vamorosoi ciyx6e: Ne 31 no r. Mockse 16.06.2016 .
OI'PH 1037729013926

CBELCHUA O PErHCTPALHY OPTAHH3AUNK U1K HHAKBUAYANLHOTO TIPEANDHHMMATENT (RAHMEHOBAKHE PETHCTPHPYIOWIETO OPraHa, I2Ta DErHCTpaly,
PerHCTPAUHOHHEH nomep)

Menenxepa no peractpauus MamonTtoeoi Hatansn MapcunosHs!

E JHIE

ZOMAHOCTE, PaMHAKA, HMA, OTHECTBO PYKOBCIOHTENS OPraiH3alitH OT HMEHH KOTODOH TPUHEMAETCR AEKNAPALHAA
HUrasr oxmopasossie «Hoso®aita® 30G»
HAHMCHOBAHHE, THI, MADKE NPOLYKUNH, HA KOTOPYIO PACHPOCTPANRETCS ISKNapALHS,

OKI142 32.50.13.110 (OKTI 94 3200), TH B3/ 9018321000 Cepuiitbiii BRITYCK.

koast OKEI2, TH B3JL coencuus 0 CepHiiHoM BLINYCKE WM NAPTHY (HOME) TIAPTHH, HOMEDA M3NEnWH,

3afgBASAET, 4TO

Harorosurens: ]

- Oupma «Hoeo Hopauck A/Cw, Janns, Novo Nordisk A/S |, Novo Alle, 2880, Bagsvaerd, Denmark
MecTo mpoKH3BOACTRA:

- Nipro Medical Industries L.TD., Tatebayashi Plant 2-19-64, Matsubara, Tatebayashi-shi, Gunma,
374-8518, Japan, ans Hoeo Hopanuck A/C, Jlauus. o
- Nipro (Thailand) Corporation Limited,10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si Ayutthaya
13110, Thailand, nns Hoso Hopauck A/C, Tanus.

PEKBH3NTL] ZOTOBODE (Knmam). HAKGAAHAR, KAMMEHOBAHUC M3IOTOBWTCAR, CTPaHbI)

COOTBETCTBYET TpeGoBanunMm OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011,
0003HAUEHHE HODMATHBHLIX AOKYMEHTOB, COOTBCTCTBHE KOTOPHIM NOATBEPICICHD NAHHOH AEKTADALHACH,

I'OCT ISO 10993-5-2011, 'OCT ISO 10993-7-2016, TOCT ISO 10993-9-2015, FOCT ISO 10993-10-2011,
'OCT ISO 10993-11-2011, FOCT ISO 10993-13-2016, I'OCT P 52770-2016, TOCT 19126-2007,
TOCT ISO 7864-2011

Jexrapanns NPHHATA HA 0CHOBAHHM npoToxona ueneitanuid Ne 19-1449 o1 25,03.2019 1.
HHQ}OPMG.I.IHH O HOKYMCHTAX, ABARIOWMXCA OCHOBZHUEM AN NIpAHITHE Acxnapauid

M1 MU AHO «BHHHHUMT» (Ne RA.RU.21HM04), npoToKona TOKCHKONMOTHIECKHX MCTIBITARKH

Ne 1140 ot 02.04.2019 r. MJT « TOKCHKOJIOT» OO0 «HHI TokcHKonOraUueckod u Buonoriyeckoi 6830nac oty
MeaHuMHCKHX u3nenui (Ne POCC RU.0001.2 1 MMSS).

Peructpaunontoe yaoctosepenue Ne ¢ C3 2008/01523 ot 05 cenrsOps 2012 .
DenepansHo# cnysxbsl_no Hansopy B chepe sapasooxpanenns (POCIIPABHAI30P)

JlaTa npuHaTHA JeKIapanHu 22 anpens 2019 .

HAexnapany 4 COOTBETCTBHS AefiCTBHTENBLHS A0 26 anpenn 2024 r,

H.M. MawmonToga
MHULUMATEL, (DaMunus

'*=' (})akc (499} 187- 89 54 e-mail: 1m02(")bk ru W rrra
HAHMEHOBAHHKE M AIPEC OPraHa no ccpwr]mxaimn 3aperHCTPHPOBABIUEND ASKNAPALIHED ) {7
22 anpens 2019 r, Ne POCC RU JI- DK.MIM02.B.00066/19

AATa PErUCTPALMK H PETHCTPAUHOHHE( HOMED LeKNApaunH

[Toanucs, nuvuyuane, GaMKaua DYKOBOAHTeNs ODrana N ceprHduRLHi

5010431




JokymeHT ana cepumn <18K15X> Tosapa <Mrnbl ogHopasossie "HosodaitH 30G" 0,3x8mm Ne100>

1/1
novo nordisk’

Bilag 6:

Certificate of Analysis
CepTudukar aHanusa

Product...ccccorriesrinnrcrevsrnrnneceneees. NOVOFine® Needles 0,3 ¥ 8 mm
MIPOAYKT. v ivcvverrecssnsreesrersnsiseennnnns ot MENbI HOBO®AHH® 0,3 X 8 MM

-1 ¢ =i, FRR—n——— © -] & 1. ¢

Cepus

Method of sterility........coiuuseennna? Gas (ethylene oxide)

MeTon CTEPUAMBALUM . ..o icevirneeirieienat : Ta3 {onCKua aTMAeHa)
Sterility........cocivimuiansini wesacuuas : Complies with the EN 556, USP XLI <71>
CTEPUABHOCTD. cccoeecreiieireaerc e ienenne o - COOTBETCTBYET EN 556, USP XLI <715

Expiry date....ccieeceinrnncrencennnna 0972023
Cpok rogHocTH

Order MO srsnssussrsssrnmnsrsovavasnnss 7747318
HomMmep 3aKasa

COUNETY . sivavsusasiannsaisanast RUssia

ERPBHA . isvars s sussavismossisrastonvisvwsiosy POCCHRA

Manufacturing date......... seeeeaed 10/2018

fata n3rotosnenns

Hjoerring, d 201 SR EITIRyS
joerring, date 9-06-03 S5 ’7:%

Xépwhr, fdaTa

NOVO NORDISK A/S
AQ Hoso Hopauck
Susanne Jensen o

"——"7""1"1::_)( Lo ‘\-‘\""‘“

~  QUALITY CONTROL
KouTtpons kauyecrsa
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LokymeHT ana Tosapa <Wrabl ogHopaszoebie "Hoso®anu 30G" 0,3x8mm Nel100>

P
. w,

PEAEPAABHAS CAYKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHIS
(POC3APABHAAIOPR)

PETHCTPALIHOHHOE YAOCTOBEPEHUE
HA MEAHWIIUHCROE USAEJIUE
Ne ©C3 2008/01523

or 05 cenTabpsa 2012 roaa

Hactosiee perucrpaunonnoe ynoctosepenne rinano
"HoBo Hopauck A/C", Tauus,

Novo Nordisk A/S, Novo Alle, 2880, Bagsvaerd, Denmark
H NMOATBEPXIAET, YTO METHIHHCKOE H3AeNHe

Hrav oanopasossie "Hopo®aiin® 30G"
NIPOH3BOJCTBA

"Hoso Hopauck A/C", Nanus,

Novo Nordisk A/S, Novo Alle, 2880, Bagsvaerd, Denmark
MECTO MIPOH3BOACTEA: (€M, IPHJIOKEHHE)

KJIaCC TIOTEHUHAIBHOTO pHeKa 1 OKII 94 3200

BUJ MENHLIHHCKOTO U3 —
COOTBETCTBYIOIEE PEFHCTPALHOHHOMY f0cke Ne 21791 ot 28.06.2012

npHkasom Poc3apaHanzopa ot 05 cenTsOps 2012 roma Ne 1209-TTp/12

H TIpHKa3oM oT 29 urong 2013 roma Ne 3529-I1p/13 o 3amene
JONymieHo K obpalerH:o Ha TeppHTopHA Poccuiickol ®epepanyn.

[Tpunosxenue: na 1 nucre
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AokymeHT ana Tosapa <Mrbl ogHopasoesie "Hoso®daiin 30G" 0,3x8mm Ne100>
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GEAEPAABHAA CAVXKBA 110 HAAZOPY B COEPE SAPABOOXPAHEH IS

B é (POCIAPABHAA3OP) %@
% TIPHJIOEHHE 3
et R PETHCTPALUHOHHOMY Y/IOCTOBEPEHHIO )
%‘ HA MEAWLIMHCKOE U3 JEUE '
gL 1L
T Ne ©C3 2008/01523 e "
t MecTo npoussozcTsa: i
1 L - Nipro Medical Industries LTD. » Tatebayashi Plant 2-19- 64, Matsubara, Tatebayashi-shi, Gunma, §:
@aﬁ 374-8518, Japan, nns Hogo Hopnncx A/C, Tannus. z@
, :‘ - Nipro (Thailand) Corporation Limited, 10/2 Moo 8 Bangnomko, Sena, Phra Nakhon Si Ayutthaya fr s
| *«: 13110, Thailand, mas Hoso Hopnwex A/C, Nanus. ";: .
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' Ilpukazom ot 29 mons 2013 roaa Ne 3529«1’1 /
+ . . Tepputopun Poccuiickoit ®denepanyn.
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"’ ,:{ Bpuo pyxoBonuTens Qepepannroit
! “”1 Mo HAX30py B chepe 3apaBooxpanen
77T os cenTHbps 2012 roga
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