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AepxxasHa Cnymwb6a YKpaiHm
3 nikapcbkux saco6in
Ta KOHTPOAID 38 HAPKOTHKAMM

BensMuiwianoBHi navose!

NpeacrasHWUTBO KoMNawii Hopo Hopaick A/C (QaHis) sucnosnioe Bam WMpy nosary 1a 3
iHdopMauiliHow MeToro raaae NoBigoMaedHsa WOoAO BiAKAWUKAHHS wnpuu-pyyok HosoNex Exo,
AIKI ZHAXOAATLCH HA PUHKY B YkpaiHi,

MNepenik AOKYMEHTIB, Wo AoAa0TLCA:

1. fluct-nosigoMnenHs «TeHaeHUin 36inbweHHs (Kapr CTOCOBHO NOLWIKOAXEHUX TPUMaYiBs
Kaprpuiaxa ana HosolleHn Exo», Big 26 HepBHA 2017 poky, peepeHTHM HeMep 2016050310

2. Trend report sia 03 nunws 2017 POKY, aHMMIACBEKOK MOBOMO,
3. Field Safety Corrective Action B8ia 03 nunHa 2017 poky, aHraiiicbkoro MOBOI,
4, Mepenik geexkTHUX cepii wnpuy-pyuok HoaofleH Ex0, aHrnincekow MoBoo.

5. NakeT AOKYMEHTIB, Ki 6yayTe posnoecioaxeni B YKpaiHi: nuct ans nauieHris, nucr ans
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Nep>xasHa Cnyx6a YkpaiHuu
3 nikapcbkux 3acob6is
Ta KOHTPONIO 32 HAPKOTUKaAMK

26 uyepBHsa 2017 p.

Bin:AJCS (Stine Jacobsen) PedepeHTHHIA HOMEpP
2016050310

TenaeHLis 36iNbLEHHA KinbKOCTi CKapr CTOCOBHO MOLIKOKEHUX TpUMayis KapTpuaxa
HosolMeH Exo

A/T Hoso Hopaick OUiHWNO 36iNbLWEHHA KiNbKOCTI HECNPUATANBUX ABUL «niaBULLIEHHS PIBHA
rNIOKO3U B KPOBi» Npu gukopucTaHHi HosoleH Exo, AKi MNOTEHUIAHO MOXYTb 6yTn nos’A3aHi 3
NOLWKOMKEHHAM TpUMaUa KapTpuaxa iHCYNiHY.

Y nunHi 2014 poky 6yno BnpoBaAXeHO OHOBNEHUI An3aiH TpuMada KapTpuaxa HosoflleH Exo 3
MeTol BAOCKOHANeHHs nnacrmacu, y 3B'A3KY 3 NiABWILEHHSAM BUMOT TNpU BUNpoBYyBaHHI Ha
CTINKICTb NpW NaAiHHI 3riaHO CTaHAapTy ANnA WINPUL-PYYOK 1SO11608-1 B HOBIM pepakuii 2012.
Haxanb, TpUMay KapTpuaxa B HOBOMY av3aiHi Moxe 6yTu NOWKOAXEHUH 338 0CO6IUBUX YMOB,
nig 4ac sIKUX 3acyBKW Tpumada KapTpumaxa MOXYyTb TpicHyTW/nosiamaTuca (amB. man.l, Ha
HaCTYNHiA cTopiHui). Ha no4aTtky 2016 poky nodanu HaaxoauTu ckapru BiA CnoXwuBadis Ta B
kBiTHI 2016 poky 6yno npoiHcdopmoBaHo MeaAnUHy areHuito Koponiectea [aHis (DKMA) npo
TeHpeHUuito 36inbleHHA kinbkocTi ckapr (PedepeHTHUA HOMEp 2016050310). Ockinbkun
HeBiANOBiAHE NOBOAXKEHHA 3 TpUMaqeM KapTpuaxa B OHOBNEHOMY AW3aviHi MOrno NpussecT Ao
6paky npoaykTty, B kBiTHi 2016 poxky A/T Hoso Hopaick BupiluMNo NOBEPHYTUCH no
BUPOBHNULTBA OPWTiHANbLHOFO TpUMauya KapTpuaxa i 3 uboro uacy BcCi BUpO6M éyayTb
BUPOBNATUCH 3 OPUTHANBHUM TpuMayeM KapTpuaxa. Le piweHHA BCTYNWIO B nito 01 sepecHA
2016 poky.

MpuymHy MOWIKOAXKEHHS 6yno iaeHTudiKoBaHo, AK BNINB OKpeMUX XiMiYHUX pe4HOoBUH Ta onin Ha
TpuMay KapTpuaxa OHOBNIEHOro An3ainy (3 HoBOrO MaTepiany) niA 4ac #oro 3acToCyBaHHA. B
[HCTpYKUii ANs KOpUCTyBaya CTOCOBHO OUMLLEHHA NPUCTPOtO BYNO HanUCaHo HacTymHe :

- Wnpuy-py4Ky MOXHa UUCTUTU TinbkW npoTupatoun il TKaHUHOIO, 3MOUYEHO Y M'AKOMY
MUIOuOMYy 3acobi.

- 3aBOpOHAETbCA MWUTKH, 3aHyptoBaTh Y pianHy abo 3MallyBaTh Wwnpuu-pyyxky. He MOXHa
BMKOPUCTOBYBATU AN YNCTKU pEUYOBUHU, WO MICTATb BiAGINtOOUI KOMMNOHEHTH, Taki ax
xnop, ioa abo etaHon. Lie moxe NpY3BECTU A0 NOWKOAKEHHA WNPUL-PYUKH.

BesnocepeaHs npu4uHa 6yna pesynbTatoMm Bubopy HOBOro Martepiany Ans BUFOTOBNEHHA
TpuMaua kapTpuaxa B HOBOMY pausaiini (nonikapborat (PC)/ akpwnoHiTpun 6yTanieH CTepuHy
(ABS)) Ta MOTOHLIEHHI FeoOMEeTPUUHUX po3Mmipis B HOBOMY OW3aiHi, wo npusseno Ao
po3TpiCKyBaHHSA nig Ai€l  HaBKOMULWHbLOTO cepejoBuwa B pe3ynbTaTi HenpaBW/ibHOMO
NOBOXXEHHA MauieHTiB. BUKOPUCTAHHA OpUriHanbHoro maTepiany - PC/nonibytunex TepedTanar
(PBT) Ta ToBCTiLLi reoMeTpuuHi po3Mipu nia AeTannio 34yenneHHa He npu3BoAaAaTb A0 noAibHux

a8V 3 BUPOBGAMKN Ha PUHKY.

[ToxomxeHHs npu4dunHy 6yno BUABNEHO Y BiACYTHOCTI BiANOBIAHOIO Tecty Bepudikauil OAn3aiHy.



OuiHKa KpUTUYHOCTI
MoXyTb cnocTepiraTucs Tpu Buau bpaky:

A) «3acyska TpicHyna»; B) «oaHa 3acyeka nonamaHa»; B) «obuasi 3acyBku nonamadi» (ame.
man.l)

Man.1. Tpu moxnuBi BuAK 6paKky: A) «3acyBka TpicHyna»; B) «oaHa 3acyBka nonamaHa»; B)
«0bunasi 3acyBKW NONAMaHi».

Byno nposeaeHo OUIHKY KPUTWYHOCTI TpbOX BMAIB 6paky 3rigHo knacudikauii cTyneHo
TAXKOCTI, L0 BUKOPUCTOBYIOTbCS B HoBO Hopaick (auB. Tabnuuto 1)

BeaneyHi , (2 ~ Hebesneuui
‘Be3 MeanYHUX Hacniakis . 3:MeIMUYHUMN HacaiAKaMu
S1 S2 S3 S4 S5
He3anoBoneHHs CknapHouwi abo Hecepiio3Hi Cepito3Hi asuwa | Cepino3Hi aBuWA
OdiKyBaHb BTpaTa HebaxaHi senwa | 6e3 daTtanbHux |3  GdaTaNbHUMK
BigHOCHO AKOCTI | PYHKUIOHANBHOCTI Hacniakis HacniaKamm
YK AKOCTI

Ta6anusa 1. Knacudikauis CTyneHo BaXKOCTi — BUSHAYEHHSA.

Bci Tpn BMaM 6paky MOXYTb BMHWKATWM B MICTi 3aCyBOK TpuMada KapTpuaxa nig dac oro
3aCTOCYBaHHA BHACNIAOK XiMIYHOrO BR/JUBY Ha maTepian npu HEHaBMWUCHOMY BWKOPWUCTaHHI
MUIOUMX Ta/abo NOBYTOBUX PEUOBUH (3aXUCHUI KPEM BiA COHUS, Xap4yoBi Xupw, i T.4.).

OnNnC XapakTepHUX O3HaK MNOWKOAXEHHS 3acyBOK 3a[0KYMEHTOBaHO B AHanisi Pusunky Ta
MpuaaTHocTi Ao ekcnayatauii (HAZOP) ana HosoneH Exo. Onuc BkAoyae B cebe NOMUNKY, AKa
CNpUYMHEHa NOEAHAHHAM BNAWBY (i3U4HOI cunmn Ta XiMiYHMX pe4YyoBUH. HeobxiaHO 3a3Ha4uTH,
Wo BuAKM 6paKy MOXYTb MNporpecysaTu BiA TPiliMHM 3aCyBKu AO MOJIOMKMW 3acCyBKu 3 OAHIET
CTOPOHM Ta B KiHLUEBOMY BUNaAKy A0 NOMOMKK 3aCyBOK 3 060x CTOpiH.




B HMXUYeHaBeAeHilH Tabnuui 2 noAaHo KNiHIYHI Hacniaku i ouiHka iX TAXKOCTI npu HasiBHOCTI
TPbOX BUAiB 6paKy BifobpaXeHuX Ha MantoHKy 1. IMOBIpHICTb ANA KOXHOFO Knacy S 3a3HaueHo
8 Tabnuui 3.

Bua 6paky . : KniHiYHO 3HauYUli HAcNiAKM Ta OUiHKa iX TAXKOCTI
3acyBKa MICTUTb TPiLMHMU rneprnikeMis S3/ lnornikemia S3 abo S4
QOaHa 3acyBKa nonaMada Fineprnikemis S3 ao S5 / lnornikemia S3 abo S4
0O6u/ABi 3aCyBKW NonaMaHi rinepraikeMia S3

Ta6nuusa 2. KniHivHO 3HaYyLWi Hacniaku Ta ouiHka ix TAXKOCTI.

OuiHKa MMOBIPHOCTI Ta TAXKOCTI pi3HWX BUAIB 6paky nokasaHa HUX4e B Tabnuui 3.

PusnkK ' ~ , "MOX/NUBICTb Ta TAXKICTb
Mepeno3yBaHHs 10%,S3/10°,54
MeHwwa ao3a nicns nepeao3yBaHHsA 10, S3
HeoaHOpa30Be He BBeAEeHHA A03K 10°, S5
BiACYTHICTb anbTepHaTUBHOIO NiKyBaHHA 10", S3

Ta6nuusa 3. OuiHKa MOX/JMBUX PU3UKIB 3 AKUMU  MOXE 3iTKHYTUCA NauieHT nia u4ac
KOPUCTYBaHHSA PYUYKOLO.

TakuM 4YMHOM, 6a3ylOuNCh Ha aHanisi pusukis BUSBNEHi 6paKku BapiloloTb BiA TAXKOCTI Knacy S3
po SS BiANOBIAHO BiA cuTyauil Ta MOXYTb CIPUYUHUTH rinep - uv rinornikemito.

B kBiTHi 2016 poky, konu 6yno 3acikcoBaHo TeHAEHLiI0 3pOCTaHHsA KinbkocTi ckapr, 6yno
noOBIAOMAEHO NWwe npo JAekinbka HebaxaHux ABULY i He O6yno BCTAHOBJIEHO WITKOro
B3aEMO3B'A3KY MiX TPiCHYTUM TpuMmaueMm KapTpuaxa Ta HebaXaHuM sisuuieM. MpoTe, B KBITHI-
TpaHi 2017 poky 6yn0 BWSBIIEHO 3Ha4He 3pOCTaHHA KinbkocTi ckapr i 6yno BWpilEHO
NPOBECTU HOBWi aHania HebaxaHUX ABULL Ta OHOBUTU OULiHKY pU3uKy ANs 340pOB’s.

OCHOBYIOYMCb H@ HAfBHWX AAHUX 3 PWUHKY MW 3HAEMO, wo HebaxaHi ssBuwa knacy S3
BiA6YyBalOTLCA 3 4acToTOoH 103, wo Ha rnobanbHOMY piBHI gignosinae Makcumym 500
HebaxaHUM ABULLAM Knacy S3, AKLO He BUNHATU HiAKUX Al woao Bupobis, AKi 3HAXOAATLCA Ha
PUHKY. MU MOXEMO OuikyBaTh MeHule HiXk 0,5 HebaxaHux sBuw Knacy S4 i 0,005 HebaxaHux
asuuy knacy S5 (wo o3Havae ManolNMoBipHe sBuUlle), 3a yMOBM WO 6pakoBaHi  BMpobu
3aNUWaThCA Ha PUHKY AO KiHUA TEPMIiHY npuaaTHoOCTI.

OuiHKa pM3uKy AnA 340poB’A

Ouinka pusuky ans 3gopos’s (HHE) - knac II: «CuTyauis B AKili 3acTOCyBaHHS 6pakoBaHOro
npoaykTy abo iioro BMAMB MOXE MaTh TUMUYacoBuii abo KNiHiYHO 06OPOTHMIA BNAUB Ha CTaH
3p0poe’a abo Takuin, Npu AKoMy MOX/TMBICTb CEPItO3HNUX HEBaXaHUX HacNiAKiB ManoWMoBipHa.»

TpaHcnopTyBaHHs Ta 3anacu Ha cknaai

Hacnifgok rno6anbHOro BWAYYEHHS NPUCTPOiB CTBOPUTHL pediumt ToBapy Ha AEAKUX pUHKaXx
WoHaMMeHwWe NpoTAroM 4-6 TUXKHIB, WO NOCTaBUTbL NauieHTiB Y HE3aA0BiNbHY CUTyalilo, anxe
nepexin Ha iHWKIA 3acib ans iH'ekUii 4u iHWKIA npenapaT MOXe BMNJIMHYTK Ha CTaH 340pOB’S.

Cepii 3 6pakoM

Cnuncok cepiiiHux Homepis HosolNeH Exo 3 6pakoM, Wo NoCTaBfieHi B YkpaiHy , noaaxi B Tabnuui
HUXYe.

FVG8414

FVG8997
Ta6nunus 4. Cnucok 6pakosaHux cepit HosolleH Exo B YkpaiHi.




PiweHHs KomiTeTy 3 BunyyeHHsa Hoso Hopaick

BHacniAoK BUIyYEHHSA NPUCTPOIB y BCbOMY CBiTi Ha PiBHI NAUIEHTIB CTBOPUTL nediunt ToBapy Ha
[eAKNX PUHKAX LIOHaWMeHLe NPOTAroM 4-6 TUXHIB, WO NOCTaBUTL NAUIEHTIB Y He3aA0BiNbHY
cuTyauilo, agxe nepexia Ha iHWKUA 3aci6 Ana iH'ekuiil YW iHWKA NpenapaT MOXe BMIWHYTU Ha
cTaH 300poB’s. [lns 3abe3nedeHHs 6e3nekun nauieHTis 6yno NpUnHATE pilleHH:A:

- 3abe3neunTW NALEHTIB, SKUX Le CTOCYEThLCH, OPUriHa/lbHUM TpUMadeM KapTpuaxa 3
MiLHiWOro MaTtepiany, AKWMA BOHW 3MOXYTb 3 NErkicTio 3aMiHWUTU caMocTiHo. HoBso
Hopaick 3abe3neuntb PO3NOBCIOMKEHHSA 3MiHHUX TpuUMadis KapTpuaxa nauieHtam B8
yCbOMy CBiTi. TpuMay KapTpuaxa — ue YacTuHa npucrpoio i NAUieHT BMi€ 3HiMaTK TpuMav
KapTpuaxa nia 4ac 3aMiHU BWUKOPUCTAHOro KapTpuAXy 3 iHCY/IIHOM Ha HOBUW i
3aKpinaATH TpUMay KapTpuaxa 3HOBY

- BuayuumTy nowKoaxeHi/bpakoBaHi npuctpoi y avctpub’ioTopiB, antekax, NikapHax iy
nikapis.



Report Form
Manufacturer’s Trend Report

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev 7)

v.12/11

1. Administration Information

Recipient (Name of National Competent Authority NCA)
Danish Medicines Agency

Address of National Competent Authority
Axel Heides Gade 1, DK-2300 Copenhagen

Date of this report
2017-07-03

Reference number assigned by the manufacturer
2016050310

Reference number assigned by NCA
2016050310

Type of report

(3 Trend Initial

[ Trend Foliow up
X} Trend Final

Do these incidents / trend represent a serious public health threat?

O Yes
X No

[dentify to what other NCAs this report was also sent
N/A

2. Information on submitter of the report

Status of submitter

Manufacturer
[] Authorised Representative within EEA, Switzerland and Turkey
[ Others: (identify the role) :

3. Manufacturer information

Name

Novo Nordisk A/S

Contact name

Erik Steffensen

Address

Krogshajvej 55

Postcode City
DK-2880 Bagsveerd
Phone Fax

+45 3079 3019 N/A

E-mail Country
gsff@novonordisk.com o D‘eqr’nﬂarkw

4. Authorised Representative information




éName

IN/A

(Contact name
|

¥

§Addres‘s‘

?Postc;)de City

o — o
Ema|I S . Country

58ubrq|tter’§|11formatlon (if different from section 3 or 4)

Suybmitter's name
N/A

/Contact name

Address B
‘E-méil ' Coun{;y .

v6. Medical Device Information

Class

[J AIMD Active implants
J MDD Class Il

&I MDD Class llb

(] MDD Class lia

[0 MDD Class |

[ 1vD Annex Il List A

(J IvD Annex Il List B

[J IVD Devicss for self-testing
(] IvD General

Nomenclature system (preferabie GMDN)
GMDN

Nomenclature code
45771

Nomenclature text
Basic insulin pen, replaceable cartridge

Commercial name/ brand name / make
‘NovoPen® Echo® and NovoPen® 5
Mode! number(s) or Family name
N/A

Catalogue nUmbef(éj
N/A

Serial number range (if applicable)
N/A

N/A

| Lot/batch number fé‘ruxge(if applicable) o

Software version number (if applicable)
N/A

pesessore I assoaed dvics ({appicale
N/A




Notified Body (NB) ID — Number
0088

7. Information on Trend Report

Date the trend was identified

2017-06-09

Description narrative for identified trend

Increased complaint trend related to damaged cartridge holders on NovoPen® Echo® and NovoPen® 5

Time period of trend analysis
2016-2017

Established trigger level
Statistically significant increase in complaints related to damaged cartridge holder

Have any of the trended events been submitted individually as reportable events under vigilance?

& Yes [1No

if yes, please list how many and to which Competent Authority

From data extracted on the 2™ June 2017, three (3) cases were identified as reported to competent authorities. Two
(2) of the cases have been reported to the United Kingdom (Medicines & Healthcare products Regulatory Agency;
MHRA) and one (1) has been reported to France (L’Agence nationale de sécurité du meédicament et des produits de

santé; ANSM).

8. Manufacturer's preliminary comments

Manufacturer's preliminary analysis into causes of trend

See investigation under section 9.

Initial corrective actions / preventive actions implemented by the manufacturer

Production was changed back to the original cartridge holder material, implemented 2016-09-01.
Expected date of next report

N/A

9. Results of manufacturer’s final investigation into trend
The manufacturer's trend analysis results

Novo Nordisk has evaluated that a NovoPen® Echo® or a NovoPen® 5 device having a damaged cartridge holder
could in some cases result in the patient experiencing high blood glucose.

Back in July 2014, a re-designed cartridge holder for NovoPen® Echo® and NovoPen® § was implemented to improve
the robustness towards the increased drop-test requirements in the updated 2012 version of the 1S011608-1 standard
for pen-injectors. Unfortunately, the re-designed cartridge holder can become damaged during use under special
circumstances, during which the snaps keeping the cartridge holder in place will crack and/or brake off (see figure 1,
next page). Customer complaints were received in the beginning of 2016 and the increased complaint trend was
reported to DKMA April 2016 (Ref. 2016050310). As the re-designed cartridge holder in combination with
inappropriate handling could lead to a defective product, Novo Nordisk in April 2016 decided to change production
back to the original cartridge holder so that going forward all products would be produced with the original cartridge
holder. This was implemented 1* of September 2016.

The cause of failure was identified to be exposure of the device to certain chemicals and oils during use in
combination with the changed cartridge holder design (new material). In the instruction for use the following is
described in relation to cleaning:

« Only clean your pen with mild detergenton a moistened cloth.
« Do not wash, soak, or lubricate your pen, and do not use products containing bleaching agents, such as
chlorine, iodine, or alcohol to clean your pen. This may damage it.

The direct cause was identified to be a result of the new selected material in the re-designed cartridge holder
(Polycarbonate (PC)/acrylonitrile butadiene styrene (ABS)) and a thinner geometry of the new design, lending itself for
induction of Environmental Stress Cracking in combination with unintended handling by the patients. The original
material PC/Polybutylene terephthalate (PBT) and a thicker geometry under the snap detail have not caused a similar
issuse for devices on the market.

The root cause was identified to be lack of adequate Design Verification Test.




Evaluation of criticality
Three types of faults can occur: A) ‘Snap cracked’, B) 'One snap broken off and C) 'Both snaps broken off' (figure 1).

Figure 1.  Three types of faults can occur: 1) ‘Snap cracked', 2) ‘One snap broken off
and 3) ‘Both snaps broken off.

The three types of faults have been evaluated for criticality according to severity classes used by Novo Nordisk (see
Tabie 1).

5 s1 52 s3 S5 ;
_— ] Discomfort or loss Serious adverse Serious adverse

% Ea'z:at::agt;;lg;s of functionaiity or ag\?:rss::?/:zt event without fatal event with fatal |
I a ¥ exp quality outcome outcome

Table4. Severity Classification — definition.

All three different fault types can emerge during handiing of the cartridge holder at the snaps due to the chemical
resistance of the material when combined with unintended use of cleaning agents and/or household substances
(sunscreen, food grease, etc.).

Descriptions of the snap feature cracking are documented in the Hazard and Operability (HAZOP) Analysis of
NovoPen® Echo®. The description covers the error caused by the combination of force and chemicals. It should be
noted that the faults are likely progressive and develop from a cracked snap to one snap proken off and finally to both

snaps broken off.

In table 2 below, the clinical consequence and the estimated severity for the three fault types shown in figure 1 are
summarised.

Snaps on Cartridge Holder are cracked Hyperglycaemia S3 / Hypoglycaemia S3o0rS4

One snap Is broken off Hyperglycaemia S3 to S5/ Hypoglycaemia S3 or 54
Both snaps are broken off Hyperglycaemia S3

Table2. Clinical consequences and estimated severity for the three fault types shown in Figure 1.

The estimated probability and severity for the different fault scenarios are shown in table 3 below.




tuation.

Over-dose from allgnment 104,53/ 10°%, S4

i Under-dose following over-dose 10, 53
Multiple no-doses 107, S5
10*, 53

No treatment alternative

Table3. The estimated risk that a patient will experience an event over the lifetime of the pen.

Consequently, based on the risk analysis the identified faults vary in severity from S3 to S5 scenarios and can cause
hyper- or hypoglycaemia.

NovoPen® Echo® and NovoPen® 5 on the market
In total around 300,000 affected NovoPen® Echo® and 200,000 NovoPen® 5 devices are on the market, see
enclosures for a list of affected batches.

Affected countries with NovoPen® Echo®

Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Republic, Denmark, Finland, France, Georgia,
Germany, Greece, Hong Kong, Hungary, Iceland, Ireland, ltaly, Kyrgyzstan, Netherlands, New Zealand, Norway,
Poland, Portugal, Romania, Russia, Serbia, Singapore, Slovakia, Slovenia, South Africa, Spain, Sweden, Switzerland,
Taiwan, Ukraine, United Kingdom and United States.

Affected countries with NovoPen® 5
Austria, Canada, Denmark, Finland, Germany, Hong Kong, ireland, Netherlands, Sweden, Switzerland and United

Kingdom.

In April 2016 when the increased complaint trend was identified only a few adverse events were reported and there
was no clear correlation between a cracked cartridge holder and adverse events. However, in April-May 2017 alarge
increase in the number of complaints was seen and it was decided tc perform a new analysis of the adverse events
and update the Health Hazard Evaluation.

Based on the actual data from the market we know that S3 adverse events occur at a rate below 1073, i.e. this
correlates to a maximum of 500 S3 adverse events if no action is taken (assuming 500,000 pens on the market). We
can expect in total less than 0.5 S4 events and 0.005 S5 events (meaning highly unlikely) if the affected devices stay
on the market until end of expiry.

Customer complaints

Since the introduction of the re-designed cartridge holder, 972 verified complaints have been received {as of 31% of
May 2017, see figure 2), comprising both NovoPen® 5 and NovoPen® Echo® (391 and 581 complaints, respectively).
For NovoPen® Echo and NovoPen® 5 the return rate of complaint samples is above 90 %. Thus, the verified faults
give a good representation of the total complaint picture.

NovoPen® 5 & NovoPen'® Echo verified number of faults connected to re-designed cartridge holder
Period from 2015/2016 to May 31* 2017
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Figure 2. Development in global number of customer complaints on NovoPen® 5 and NovoPen® Echo® where the cartridge
holder on the returned sample is damaged.




Causality assessment of AE cases

End of May 2017, 67 customer complaints - where the returned pen had a re-designed cartridge holder that was
damaged - had an associated reported adverse event. The clinical consequence reported in the majority of cases was
non-serious hyperglycaemia (62 cases). In the remaining cases serious hyperglycaemia (2 cases), serious
hypoglycaemia (1 case), non-serious malaise (1 case) and non-serious cataract (1 case) were reported. The result of
the causality assessment is shown in table 4 below.

Possible’ 18 0
| Unknown? 34 1
Unlikely® 12 2

Table 4. Causality assessment of AE cases.
1. Possible: The number and/or specificity of the confounding factors suggest a possible refationship.
2. Unknown: The confounding factors are pointing in different directions or too little information was
availabie,
3. Unlikely: The number and/or specificity of the confounding factors suggest that a causal relationship
Is unlikely.

A total of three serious cases were received. In two of the serious cases it was evaluated that the experienced
adverse events (AEs) were not related to the observed broken/cracked snaps on the cartridge holder while in the third
limited and conflicting information was given. In the first case the reported AE did not match the medical consequence
listed in the result code for the relevant fault and in the second case the patient consistently re-used needles and left
them attached to the pen in between injections. Both needle re-use and leaving the needle attached to the pen are
confounding factors which is more likely to cause the reported hyperglycaemic event. in the last case conflicting
information related to the reported event and the patients’ blood glucose measurements made the outcome of the
assessment unknown,

In 18 non-serious cases the data available suggested that there was a causal relationship between the reported AEs
and the observed fault(s) on the retumed pen. In all of the 18 cases the patient experienced a hyperglycaemic event
and in 5 of the 18 cases, the case was medical confirmed by a health care professional. Several factors which
suggested a causal relationship or ruled out other potential explanations were present in the cases, please note that
more than one factor can be present in one case.

NovoPen® Echo® used in clinical trial NN1218-4101

Clinical trial NN1218-4101 is on-going and has used pens from one of the affected batches. NN1218-4101 is a phase
3b clinical trial on efficacy and safety of faster-acting insulin Aspart compared to NovoRapid@7 , both in combination with
insulin degludec in children and adolescents with type 1 diabetes. NovoPen Echo® is used to administer faster-acling
insulin Aspart and insulin Aspart.

A total of 8 complaints are concluded as related to one or both snaps broken off on the cartridge holder. None of these
are reported as related to adverse events.

The following countries are affected:
Bulgaria, Czech Republic, Estonia, Finland, Germany, India, Israel, ltaly, Japan, Latvia, Lithuania, Poland, Russia,

Serbia, Turkey, Ukraine and United States.

There are 433 pens in stock at the central depot and a total of 178 pens at local depots and 1399 pens out Novo
Nordisk control. All pens come from a single batch.

Health Hazard Evaluation
The HHE is a class Ii: A situation in which the use of or exposure to a violative product may cause temporary or
medically reversible adverse health consequences, or where the probability of serious adverse health consequences

is remote.

Remedial action / corrective action / preventive action / Field Safety Corrective Action

Corrective actions have been implemented in production ensuring that all new NovoPen® Echo® and NovoPen® 5
devices have a cartridge holder without this potential issue.




The consequence of a patient level recall will be a stock out situation for at least 4-6 weeks in certain markets which
will put patients in a poor situation as it can have health consequences to switch to another injection device or another
type of medication. To ensure patient safety it is decided fo:

s Provide affected patients with a cartridge holder of the original and more robust material, which they can
easily replace themselves. Novo Nordisk is establishing the logistics, enabiing courier service distribution of
exchange cartridge holders to alf affected patients globally. The cartridge holder is a part of the device and
the patient is used to detach the cartridge holder, load a new insulin cartridge and attach the cartridge holder
again.

« Recall affected devices from wholesalers, pharmacies, hospitals and doctors.

For clinical trial NN1218-4101, investigators and patients in the possession of affected NovoPen® Echo® devices will
be contacted to have their devices replaced.

Time scheduled for the implementation of the identified actions
2017-07-05; Initiate Field Safety Corrective Actions outlined above in agreement with local health authorities

Final comments from the manufacturer
N/A

Further investigation
N/A

10. The medical device has been distributed to the following Countries

Within EEA, Switzeriand and Turkey:

KAT KB XBG XcH [Ocy Kcz KDbE XDk [OEE MES
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Candidate Countries:

X HR

[0 All EEA, Candidate Countries, Switzerland and Turkey

All countries:

Marketed products:

Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Republic, Denmark, Finland, France, Georgia,
Germany, Greece, Hong Kong, Hungary, Iceland, Ireland, ltaly, Kyrgyzstan, Netherlands, New Zealand, Norway,
Poland, Portugal, Romania, Russia, Serbia, Singapore, Slovakia, Slovenia, South Africa, Spain, Sweden,
Switzertand, Taiwan, Ukraine, United Kingdom and United States.

Clinical trial:

Bulgaria, Czech Republic, Estonia, Finland, Germany, India, Israel, Italy, Japan, Latvia, Lithuania, Poland, Russia,
Serbia, Turkey, Ukraine and United States.

11. Comments

Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or
authorized representative or the National Competent Authority that the content of this report is
complete or accurate, that the medical device(s) listed failed in any manner and/or that the medical



device(s) caused or contributed to the alleged death or deterioration in the state of the health of any
person.

! afﬁrm—thaze |ri<i(w

.........................................

Erik Steffensen

ve is correct to the best of my knowledge.

...............

2017-07-03



new case, keep base data

Report Form

Field Safety Corrective Action

Medical Devices Vigilance System
(MEDDEV 2.12/1 rev7)

Version 2.7en
2012-12-03

1 Administrative information

To which NCA(s) is this report being sent?
To the NCAs in the countries where the affected batches are shipped.

Type of report
(@ Initial report
(" Follow-up report
(" Final report

Date of this report
2017-07-03

Reference number assigned by the manufacturer
2016050310

FSCA reference number assigned by NCA
2016050310

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

l—zTnformation on submitter of the report

Status of submitter

(& Manufacturer

~ Authorised Representative within EEA and Switzerland
(" Others: (identify the role)

[; Manufacturer information

Name
Novo Nordisk A/S

Contact Name
Erik Steffensen

Address
Krogshajvej 55

Postcode City
DK-2880 Bagsvard

Phone Fax
+45 3079 3019

E-mail Country

esff@novonordisk.com DK - Denmark




4 Authorised Representative information I [ new
Name
Contact Name
Address
Postcode City
Phone Fax
E-mail Country
DE - Germany
5 National contact point information ] { new
National contact point name
Novo Nordisk A/S
Name of the contact person
Erik Steffensen
Address
Krogshejvej 55
Postcode City
DK-2880 Bagsvaerd
Phone Fax
+45 30793019 N/A
E-mail Country
esff@novonordisk.com DK - Denmark




{6 Medical device information

new

Class

C AIMD Active implants

(" MDD Class lll " IVD Annexl List A

(¢ MDD Class llb (" IVD Annex I List B

(" MDD Class lla (" IVD Devices for self-testing

(" MDD Class | (" VD General

Nomenclature system (preferable GMDN) Nomenclature code

GMDN 45771

Nomenclature text

Basic insulin pen, replaceable cartridge

Commercial name/ brand name / make

NovoPen® Echo® and NovoPen® 5

Model number Catalogue number

Serial number(s) Lot/batch number(s)
See enclosures 1-2.

Device Mfr Date Expiry date

Notified Body (NB) ID-number
0088

Accessories / associated devices (if applicable)

Software version number (if applicable}




7 Description of the FSCA

Background information and reason for the FSCA

Novo Nordisk has evaluated that a NovoPen® Echo® or a NovoPen® 5 device having a damaged cartridge holder could in some
cases result in the patient experiencing high blood glucose.

Back in July 2014, a re-designed cartridge holder for NovoPen® Echo® and NovoPen® 5 was implemented to improve the
robustness towards the increased drop-test requirements in the updated 2012 version of the ISO11608-1 standard for pen-
injectors. Unfortunately, the re-designed cartridge holder can become damaged during use under special circumstances, during
which the snaps keeping the cartridge holder in place will crack and/or brake off. Customer complaints were received in the
beginning of 2016 and the increased complaint trend was reported to DKMA April 2016 (Ref. 2016050310). As the re-designed
cartridge holder in combination with inappropriate handling could lead to a defective product, Novo Nordisk in April 2016
decided to change production back to the original cartridge holder so that going forward all products would be produced with
the original cartridge holder. This was implemented 1st of September 2016.

The cause of failure was identified to be exposure of the device to certain chemicals and oils during use in combination with the
changed cartridge holder design (new material). In the instruction for use the following is described in relation to cleaning:

« Only clean your pen with mild detergenton a moistened cloth.
. Do not wash, soak, or lubricate your pen, and do not use products containing bleaching agents, such as chlorine, iodine, or
alcohol to clean your pen. This may damage it.

The direct cause was identified to be a result of the new selected material in the re-designed cartridge holder (Polycarbonate
{PC)/acrylonitrile butadiene styrene (ABS)) and a thinner geometry of the new design, lending itself for induction of
Environmental Stress Cracking in combination with unintended handling by the patients. The original material PC/Polybutylene
terephthalate (PBT) and a thicker geometry under the snap detail have not caused a similar issue for devices an the market.

The root cause was identified to be lack of adequate Design Verification Test.

EVALUATION OF CRITICALITY
Three types of faults can occur with the cartridge holder:

A) 'Snap cracked’,
B) ‘One snap broken off’ and
C) ‘Both snaps broken off' (see figure below).

The three types of faults have been evaluated for criticality according to severity classes used by Novo Nordisk.

Non-safety (No medical consequence):
- Dissatisfaction of quality expectations = 51
- Discomfort or loss of functionality or quality = 52

Safety With medical consequences:

- Non-serious adverse event = 53

- Serious adverse event without fatal outcome = 54
- Serious adverse event with fatal outcome = 55

All three different fault types can emerge during handling of the cartridge holder at the snaps due to the chemical resistance of
the material when combined with unintended use of cleaning agents and/or household substances (sunscreen, food grease,

etc).

Descriptions of the snap feature cracking are documented in the Hazard and Operability (HAZOP) Analysis of NovoPen® Echo®.
The description covers the error caused by the combination of force and chemicals. It should be noted that the faults are likely
progressive and develop from a cracked snap to one snap broken off and finally to both snaps broken off.

Below, the clinical consequence and the estimated severity for the three fault types are summarized.

Fault type, Clinical consequence and estimated severity:

- Snaps on Cartridge Holder are cracked: Hyperglycemia S3 / Hypoglycemia S3orS4
- One snap is broken off: Hyperglycaemia 53 to $5 / Hypoglycaemia 53 or 54

- Both snaps are broken off: Hyperglycaemia S3

The probability and severity for the different fault scenarios are listed below.

Hazardous situation, Probability and severity:

- Over-dose from alignment: 10E-4, 53 / 10E-5, 54
- Under-dose following over-dose: 10E-5, S3

- Multiple no-doses: 10E-9, S5

- No treatment alternative: 10£-4, 53

Consequently, based on the risk analysis the identified faults vary in severity from S3 to S5 scenarios and can cause hyper- or
hypoglycaemia.




NovoPen® Echo® and NovoPen®* 5 on the market:
In total around 300000 affected NovoPen® Echo® and 200000 NovoPen® 5 devices are on the market, see enclosures for a list of
affected batches.

Affected countries with NovoPen® Echo®

Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Republic, Denmark, Finland, France, Georgia, Germany, Greece,
Hong Kong, Hungary, Icetand, Ireland, ltaly, Kyrgyzstan, Netherlands, New Zealand, Norway, Poland, Portugal, Romania, Russia,
Serbia, Singapore, Slovakia, Slovenia, South Africa, Spain, Sweden, Switzerland, Taiwan, Ukraine, United Kingdom and United
States.

Affected countries with NovoPen® 5
Austria, Canada, Denmark, Finland, Germany, Hong Kong, Ireland, Netherlands, Sweden, Switzerland and United Kingdom.

In April 2016 when the increased complaint trend was identified only a few adverse events were reported and there was no
clear correlation between a cracked cartridge holder and adverse events. However, in April-May 2017 a large increase in the
number of complaints was seen and it was decided to perform a new analysis of the adverse events and update the Health
Hazard Evaluation.

Based on the actual data from the market we know that 53 adverse events occur at a rate below 10-3, i.e. this correlates to 2
maximum of 500 53 adverse events if no action is taken (assuming 500,000 pens on the market). We can expect in total less than
0.5 S4 events and 0.005 S5 events (meaning highly unlikely) if the affected devices stay on the market until end of expiry.

NovoPen® Echo® used in clinical trial NN1218-4101:

Clinical trial NN1218-4101 is on-going and has used pens from the affected batches. NN1218-4101 is a phase 3b clinical trial on
efficacy and safety of faster-acting insulin Aspart compared to NovoRapid®, both in combination with insulin degludec in
children and adolescents with type 1 diabetes. NovoPen Echo® is used to administer faster-acting insulin Aspart and insulin

Aspart.

8 complaints are concluded as related to one or both snaps broken off on the cartridge holder. None of these are reported as
related to adverse events,

The following countries are affected:
Bulgaria, Czech Republic, Estonia, Finland, Germany, India, Israel, Italy, Japan, Latvia, Lithuania, Poland, Russia, Serbla, Turkey,

Ukraine and United States.

There are 433 pens in stock at the central depot and a total of 178 pens at local depots and 1399 pens out Novo Nordisk control.
Al pens come from a single batch.

CUSTOMER COMPLAINTS

Since the introduction of the re-designed cartridge holder, 972 verified complaints have been received (as of 31 May 2017),
comprising both NovoPen” 5 and NovoPen® Echo® (391 and 581 complaints, respectively). For NovoPen® Echo and NovoPen® 5
the return rate of complaint samples is above 90 %. Thus, the verified faults give a good representation of the total complaint

picture.

Causality assessment of AE cases:

End of May 2017, 67 customer complaints - where the returned pen had a re-designed cartridge holder that was damaged - had
an associated reported adverse event. The clinical consequence reported in the majority of cases was non-serious
hyperglycaemia (62 cases). In the remaining cases serious hyperglycaemia (2 cases), serious hypoglycaemia (1 case), non-serious
malaise (1 case) and non-sericus cataract {1 case) were reported. The result of the causality assessment is shown below.

Causality: Non-serious cases // Serious cases
- Possible {1):18//0

-Unknown {2):34// 1

- Unlikely (3):12//2

1. Possible: The number and/or specificity of the confounding factors suggest a possible relationship.
2. Unknown: The confounding factors are pointing in different directions or too little information was available.
3. Unlikely: The number and/or specificity of the confounding factors suggest that a causal relationship is unlikely.

Atotal of three serious cases were received. In two of the serious cases it was evaluated that the experienced adverse events
{AEs) were not related to the observed broken/cracked snaps on the cartridge holder while in the third limited and conflicting
information was given. In the first case the reported AE did not match the medical consequence listed in the result code for the
relevant fault and in the second case the patient consistently re-used needles and left them attached to the pen in between
injections. Both needle re-use and leaving the needle attached to the pen are confounding factors which is more likely to cause
the reported hyperglycaemic event. In the last case conflicting information related to the reported event and the patients’
blood glucose measurements made the outcome of the assessment unknown.

In 18 non-serlous cases the data available suggested that there was a causal relationship between the reported AEs and the
observed fault(s) on the returned pen. In all of the 18 cases the patient experienced a hyperglycaemic event andin5ofthe 18
cases, the case was medical confirmed by a health care professional. Several factors which suggested a causal relationship or
ruled out other potential explanations were present in the cases, please note that more than one factor can be present in one
case.

Health Hazard Evaluation




The HHE 752 dlass 11: A situation in which the use of or exposure 1o a violative product may cause temporary or medically
reversible adverse health conseguences, or where the probability of serious adverse health consequences is remote,

Description and justification of the action {corrective / preventive)

Corrective actions have been implemented in production 1st of Sep 2016 ensuring that all new NovoPen® Echo® and NovoPen®
5 devices have a cartridge holder without this potential issue.

The consequence of a patient level recall will be a stock out situation for at least 4-6 weeks in certain markets which will put
patients in a poor situation as it can have health consequences to switch to another injection device or another type of
medication, To ensure patient safety it is decided to:

1) provide affected patients with a cartridge holder of the original and more robust material, and which they can easily replace
themselves. Novo Nordisk is establishing the logistics enabling courier service distribution of exchange cartridge holders to all
affected patients globally. The cartridge holder is a part of the device and the patient is used to detach the cartridge holder, load
a new insulin cartridge and attach the cartridge holder again.

2) recall affected devices from whalesalers, pharmacies, hospitals and doctors.

For clinical trial NN1218-4101, investigators and patients in the possession of affected NovoPen® Echo® devices will be
contacted to have their devices replaced.
Advice on actions to be taken by the distributor and the user

Patients/user:
. Contact Novo Nordisk which will send a new, unaffected cartridge holder for the NovaPen® Echo® and/or NovoPen® 5 devices.

The new, exchanged cartridge holder should be attached and used as stated in the Instruction For Use.

Doctors:
Return affected devices to Novo Nordisk and advice patients to contact Novo Nordisk to have the cartridge holder replaced

Wholesaler and pharmacies:
« Do not sell or hand out more of the affected devices.
. Return affected devices to Novo Nordisk and order new devices from Novo Nordisk.

Progress of FSCA , together with reconciliation data {Mandatory for a Final FSCA)

Time schedule for the Implementation of the different actions
2017-07-05: Initiate Field Safety Corrective Actions outlined above in agreement with lacal health authorities

Attached please find FSN Status
[XField Safety Notice (FSN) in English C Draft FSN
[JFSN in national language (¢ Final FSN

[JOthers {please specify)




The medical device has been distributed to the following countries:

within the EEA and Switzerland
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Candldate Countries
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[JAIl EEA, candidate countries and Switzerland

Others:
Marketed products: Australia, Austria, Belgium, Bulgaria, Canada, Croatia, Czech Republic, Denmark, Finland, France, Georgia, Gy




8 Comments

Submission of this report does nof, in itself, represent a conclusion by the manufacturer andfor authorised
representative or the National Competent Authority that the content of this report is complete or accurate,
that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or deterioration in the state of the health of any person.

s 2013075 o)
Signature <0 ? 07' & print check send XML-data by F-Mail

TV
| affirm that the information given above is correct

to the best of my knowledge



List of NovoPen® Echo® batches
Batch number as printed on the Pen

Country Brand Name Batch number
Australia NovoPen® Echo® EVG3310
Australia NovoPen® Echo® EVG4252
Australia NovoPen® Echo® EVG4253
Australia NovoPen® Echo® FVG8218
Australia NovoPen® Echo® FVG8412
Australia NovoPen® Echo® FVG8413
Australia NovoPen® Echo® FVG8415
Austria NovoPen® Echo® DUG2055
Austria NovoPen® Echo® DUG2058
Austria NovoPen® Echo® DVG1368
Austria NovoPen® Echo® DVG1564
Austria NovoPen® Echo® DVG1566
Austria NovoPen® Echo® DVG1715
Austria NovoPen® Echo® EVG5699
Austria NovoPen® Echo® EVG5946
Austria NovoPen® Echo® EVG6824
Austria NovoPen® Echo® FVG7337
Austria NovoPen® Echo® FVG8131
Austria NovoPen® Echo® FVG8132
Austria NovoPen® Echo® FVG8414
Austria NovoPen® Echo® FVG8995
Austria NovoPen® Echo® FVG8997
Belgium NovoPen® Echo® EVG3309
Belgium NovoPen® Echo® EVG3310
Belgium NovoPen® Echo® EVG4140
Belgium NovoPen® Echo® EVG5698
Belgium NovoPen® Echo® EVG5699
Belgium NovoPen® Echo® EVG6823
Belgium NovoPen® Echo® EVG6824
Belgium NovoPen® Echo® FVG7337
Bulgaria NovoPen® Echo® EVG2915
Bulgaria NovoPen® Echo® EVG5699
Bulgaria NovoPen® Echo® FVG8132
Bulgaria NovoPen® Echo® FvG8414
Canada NovoPen® Echo® DUG2373
Canada NovoPen® Echo® DVG1368
Canada NovoPen® Echo® EVG2915
Canada NovoPen® Echo® EVG3010
Canada NovoPen® Echo® EVG4252
Canada NovoPen® Echo® EVG5699
Canada NovoPen® Echo® EVG5946
Canada NovoPen® Echo® EVG5963
Canada NovoPen® Echo® FVG7337
Canada NovoPen® Echo® FVG7561
Canada NovoPen® Echo® FVG8131
Canada NovoPen® Echo® FVG8132
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List of NovoPen® Echo® batches
Batch number as printed on the Pen

Canada NovoPen® Echo® FVG8212
Canada NovoPen® Echo® FVG8414
Canada NovoPen® Echo® FVG8994
Canada NovoPen® Echo® FVG8997
Croatia NovoPen® Echo® EVG3309
Croatia NovoPen® Echo® FVG7337
Croatia NovoPen® Echo® FVG7457
Croatia NovoPen® Echo® FVG8216
Czech Republic NovoPen® Echo® DVG1566
Czech Republic NovoPen® Echo® DVG1716
Czech Republic NovoPen® Echo® EVG2914
Czech Republic NovoPen® Echo® EVG2915
Czech Republic NovoPen® Echo® FVG8132
Czech Republic NovoPen® Echo® FVG8216
Czech Republic NovoPen® Echo® FVG8217
Czech Republic NovoPen® Echo® FVG8218
Czech Republic NovoPen® Echo® FVG8412
Denmark/Iceland NovoPen® Echo® DUG1709
Denmark/iceland NovoPen® Echo?® DUG1778
Denmark/Iceland NovoPen® Echo® DUG2116
Denmark/Iceland NovoPen® Echo® DUG2130
Denmark/Iceland NovoPen® Echo® EVG2298
Denmark/lIceland NovoPen® Echo® EVG2300
Denmark/Iceland NovoPen® Echo® EVG4252
Denmark/Iceland NovoPen® Echo® EVG4253
Denmark/Iceland NovoPen® Echo® EVG5699
Denmark/Iceland NovoPen® Echo® EVG5946
Denmark/lcetand NovoPen® Echo® EVG6823
Denmark/Iceland NovoPen® Echo® EVG6824
Denmark/Iceland NovoPen® Echo® FVG8131
Denmark/Iceland NovoPen® Echo® FvG8132
Denmark/Iceland NovoPen® Echo® FVG8413
Denmark/Iceland NovoPen® Echo® FVG8414
Finland NovoPen® Echo® DUG2116
Finland NovoPen® Echo® DUG2130
Finland NovoPen® Echo® DUG2219
Finland NovoPen® Echo® DUG2343
Finland NovoPen® Echo® DUG2431
Finland NovoPen® Echo® DUG2436
Finland NovoPen® Echo® DVG1564
Finland NovoPen® Echo® DVG1565
Finland NovoPen® Echo® DVG2297
Finland NovoPen® Echo® EVG2299
Finland NovoPen® Echo® EVG3309
Finland NovoPen® Echo® EVG3310
Finland NovoPen® Echo® EVG4252
Finland NovoPen® Echo® EVG5699
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List of NovoPen® Echo® batches
Batch number as printed on the Pen

Finland NovoPen® Echo® EVG6823
Finland NovoPen® Echo® EVG6824
Finland NovoPen® Echo® FVG7561
Finland NovoPen® Echo® FVG7571
Finland NovoPen® Echo® FvG8414
Finland NovoPen® Echo® FVG8997
France NovoPen® Echo® DUG2431
France NovoPen® Echo® DUG2436
France NovoPen® Echo® DVG2297
France NovoPen® Echo® EVG2299
France NovoPen® Echo® EVG2915
France NovoPen® Echo® EVG3010
France NovoPen® Echo® EVG3309
France NovoPen® Echo® EVG5946
France NovoPen® Echo® EVG6824
France NovoPen® Echo® FVG7457
France NovoPen® Echo® FVG7561
France NovoPen® Echo® FVG7571
France NovoPen® Echo® FVG8132
France NovoPen® Echo® FVG8994
France NovoPen® Echo® FVG8995
France NovoPen® Echo® FVG8997
Georgia NovoPen® Echo® EVG2915
Georgia NovoPen® Echo® EVG3309
Georgia NovoPen® Echo® FVG8132
Georgia NovoPen® Echo® FVG8217
Germany NovoPen® Echo® DUG1776
Germany NovoPen® Echo® DUG2052
Germany NovoPen® Echo® DUG2053
Germany NovoPen® Echo® DUG2056
Germany NovoPen® Echo® DUG2057
Germany NovoPen® Echo® DUG2058
Germany NovoPen® Echo® DUG2116
Germany NovoPen® Echo® DUG2130
Germany NovoPen® Echo® DUG2344
Germany NovoPen® Echo® DUG2431
Germany NovoPen® Echo® DUG2432
Germany NovoPen® Echo® DUG2436
Germany NovoPen® Echo® DVG1368
Germany NovoPen® Echo® DVG1564
Germany NovoPen® Echo® DVG1564
Germany NovoPen® Echo® DVG1716
Germany NovoPen® Echo® EVG2300
Germany NovoPen® Echo® EVG2908
Germany NovoPen® Echo® EVG2915
Germany NovoPen® Echo® EVG3309
Germany NovoPen® Echo® EVG3640
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List of NovoPen® Echo® batches

Batch number as printed on the Pen

Germany NovoPen® Echo® EVG3641
Germany NovoPen® Echo® EVGA4140
Germany NovoPen® Echo® EVG4252
Germany NovoPen® Echo® EVG5698
Germany NovoPen® Echo® EVG5716
Germany NovoPen® Echo® EVG5946
Germany NovoPen® Echo® EVG5964
Germany NovoPen® Echo® FVG7149
Germany NovoPen® Echo® FVG7457
Germany NovoPen® Echo® FVG7458
Germany NovoPen® Echo® FVG8134
Germany NovoPen® Echo® FVG8135
Germany NovoPen® Echo® FVG8412
Germany NovoPen® Echo® FVG8413
Greece NovoPen® Echo® EVG5946
Greece NovoPen® Echo® FVG8413
Hong Kong NovoPen® Echo® EVG6823
Hong Kong NovoPen® Echo® FVG8413
Hungary NovoPen® Echo® EVG6823
Hungary NovoPen® Echo® EVG6824
Italy NovoPen® Echo® DUG2374
ftaly NovoPen® Echo® DVG2297
Italy NovoPen® Echo® EVG2914
Italy NovoPen® Echo® FVG8131
ftaly NovoPen® Echo® FVG8216
Italy NovoPen® Echo® FVG8997
Kyrgyzstan NovoPen® Echo® DVG1368
Kyrgyzstan NovoPen® Echo® DVG1564
Kyrgyzstan NovoPen® Echo® EVG5946
Netherlands NovoPen® Echo® DUG2343
Netherlands NovoPen® Echo® DUG2344
Netherlands NovoPen® Echo® DVG1566
Netherlands NovoPen® Echo® DVG1715
Netherlands NovoPen® Echo® EVG5963
Netherlands NovoPen® Echo® EVG6823
Netherlands NovoPen® Echo® EVG6824
Nethertands NovoPen® Echo® FVG8413
Netherlands NovoPen® Echo® FVG8414
New Zealand NovoPen® Echo® FVG8412
New Zealand NovoPen® Echo® FVG8415
Norway NovoPen® Echo® DUG1709
Norway NovoPen® Echo® DUG1778
Norway NovoPen® Echo® DVG1368
Norway NovoPen® Echo® DVG1564
Norway NovoPen® Echo® EVG2915
Norway NovoPen® Echo® EVG3011
Norway NovoPen® Echo® EVG3310
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List of NovoPen® Echo® batches
Batch number as printed on the Pen

Norway NovoPen® Echo® EVG6823
Norway NovoPen® Echo® EVG6824
Norway NovoPen® Echo® FVG7561
Norway NovoPen® Echo® FVG8413
Norway NovoPen® Echo® FVG8414
Norway NovoPen® Echo® FVG8415
Norway NovoPen® Echo® FVG8995
Poland NovoPen® Echo® EVG2299
Poland NovoPen® Echo® EVG2914
Poland NovoPen® Echo® EVG3011
Poland NovoPen® Echo® EVG3310
Poland NovoPen® Echo® EVG3545
Poland NovoPen® Echo® EVG4140
Poland NovoPen® Echo® FVG7364
Poland NovoPen® Echo® FVG7457
Poland NovoPen® Echo® FVG7561
Poland NovoPen® Echo® FVG7571
Poland NovoPen® Echo® FVG8131
Poland NovoPen® Echo® FVG8132
Poland NovoPen® Echo® FVG8413
Poland NovoPen® Echo® FVG8414
Portugal NovoPen® Echo® EVG3010
Portugal NovoPen® Echo® FVG7561
Portugal NovoPen® Echo® FVG8132
Portugal NovoPen® Echo® FvG8414
Romania NovoPen® Echo® EVG5699
Romania NovoPen® Echo® EVG5963
Romania NovoPen® Echo® FvG8218
Russia NovoPen® Echo® FVG8131
Russia NovoPen® Echo® FVG8216
Russia NovoPen® Echo® FVG8413
Russia NovoPen® Echo® FVG8996
Serbia NovoPen® Echo® EVG2299
Serbia NovoPen® Echo® EVG5699
Singapore NovoPen® Echo® FVG8413
Slovakia NovoPen® Echo® EVG4252
Slovakia NovoPen® Echo® EVG4253
Slovenia NovoPen® Echo® EVG2298
Slovenia NovoPen® Echo® FVG8997
South Africa NovoPen® Echo® DVG1368
South Africa NovoPen® Echo® DVG1565
Spain NovoPen® Echo® DVG1564
Spain NovoPen® Echo® EVG2298
Spain NovoPen® Echo® EVG2914
Spain NovoPen® Echo® EVG3011
Spain NovoPen® Echo® EVG4140
spain NovoPen® Echo® FVG7571
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List of NovoPen® Echo® batches

Batch number as printed on the Pen

Sweden NovoPen® Echo® DUG2055
Sweden NovoPen® Echo® DUG2058
Sweden NovoPen® Echo® DUG2116
Sweden NovoPen® Echo® DUG2130
Sweden NovoPen® Echo® DVG1368
Sweden NovoPen® Echo® DVG1564
Sweden NovoPen® Echo® DVG1716
Sweden NovoPen® Echo® DVG2297
Sweden NovoPen® Echo® EVG2298
Sweden NovoPen® Echo® EVG2299
Sweden NovoPen® Echo® EVG2915
Sweden NovoPen® Echo® EVG3010
Sweden NovoPen® Echo® EVG3310
Sweden NovoPen® Echo® EVG3545
Sweden NovoPen® Echo® EVG4252
Sweden NovoPen® Echo® EVG5699
Sweden NovoPen® Echo® EVG6823
Sweden NovoPen® Echo® EVG6824
Sweden NovoPen® Echo® FVG8414
Switzerland NovoPen® Echo® EVG4253
Switzerland NovoPen® Echo® EVG5699
Switzerland NovoPen® Echo® EVG6823
Switzerland NovoPen® Echo® EVG6824
Switzerland NovoPen® Echo® FVG8132
Switzerland NovoPen® Echo® FVG8217
Taiwan NovoPen® Echo® FVG8414
Ukraine NovoPen® Echo® FVG8414
Ukraine NovoPen® Echo® FVG8997
United Kingdom NovoPen® Echo® DUG0191
United Kingdom NovoPen® Echo® DUG0192
United Kingdom NovoPen® Echo® DUG0193
United Kingdom NovoPen® Echo® DUG1613
United Kingdom NovoPen® Echo® DUG1614
United Kingdom NovoPen® Echo® DUG1615
United Kingdom NovoPen® Echo® DUG1616
United Kingdom NovoPen® Echo® DUG1708
United Kingdom NovoPen® Echo® DUG1709
United Kingdom NovoPen® Echo® DUG1775
United Kingdom NovoPen® Echo® DUG1776
United Kingdom NovoPen® Echo® DUG1777
United Kingdom NovoPen® Echo® DUG1778
United Kingdom NovoPen® Echo® DUG2049
United Kingdom NovoPen® Echo® DUG2053
United Kingdom NovoPen® Echo® DUG2054
United Kingdom NovoPen® Echo® DUG2055
United Kingdom NovoPen® Echo® DUG2056
United Kingdom NovoPen® Echo® DUG2058
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List of NovoPen® Echo® batches
Batch number as printed on the Pen

United Kingdom

NovoPen® Echo®

DUG2129

United Kingdom

NovoPen® Echo®

DUG2218

United Kingdom

NovoPen® Echo®

DUG2219

United Kingdom

NovoPen® Echo®

DUG2343

United Kingdom

NovoPen® Echo®

DVG1565

United Kingdom

NovoPen® Echo®

DVG1566

United Kingdom

NovoPen® Echo®

DVG1715

United Kingdom

NovoPen® Echo®

DVG2297

United Kingdom

NovoPen® Echo®

EVG2298

United Kingdom

NovoPen® Echo®

EVG2299

United Kingdom

NovoPen® Echo®

EVG2300

United Kingdom

NovoPen® Echo®

EVG2908

United Kingdom

NovoPen® Echo®

EVG2909

United Kingdom

NovoPen® Echo®

EVG2915

United Kingdom

NovoPen® Echo®

EVG3011

United Kingdom

NovoPen® Echo®

EVG3999

United Kingdom

NovoPen® Echo®

EVG4253

United Kingdom

NovoPen® Echo®

EVG5697

United Kingdom

NovoPen® Echo®

EVG5698

United Kingdom

NovoPen® Echo®

EVG5946

United Kingdom

NovoPen® Echo®

EVG5962

United Kingdom

NovoPen® Echo®

EVG5963

United Kingdom

NovoPen® Echo®

EVG6823

United Kingdom

NovoPen® Echo®

FVG7337

United Kingdom

NovoPen® Echo®

FVG7364

United Kingdom

NovoPen® Echo®

FVG7457

United Kingdom

NovoPen® Echo®

FVG8212

United Kingdom

NovoPen® Echo®

FVG8217

United Kingdom

NovoPen® Echo®

FVG8218

United Kingdom

NovoPen® Echo®

FVG8995

United Kingdom

NovoPen® Echo®

FVG8997

United Kingdom

NovoPen® Echo®

FVG8998

United States

NovoPen® Echo®

EVG1221

United States

NovoPen® Echo®

EVG1226

United States

NovoPen® Echo®

FVG7149

United States

NovoPen® Echo®

FVG7458

United States

NovoPen® Echo®

FVG8134

United States

NovoPen® Echo®

FVG8135
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ovo nordisk”

HarasibHe noBigOMJIeHHA 3 6e3nekun

BigHocHO HoBolleH Exo
PedepeHTHM HOMep. 2016050310

03 nunHa 2016 p.

Baxcnusa iHdopmMauia 3 6e3nexkn

[LlaHOBHMIA MeaWUUHUIA NpaLliBHUKY,

A/T HoBo Hopaick BCTaHOBWNO, WO B HEBENUKIHA napTii WnpuL-pyyoK HoBolleH Exo MOXe
Tpickatucs abo namatuca TpuMmad KapTpuaxy, AKWoO #oro nigaaeBatn BRAWBY AEAKUX
XiMIYHUX PEYOBWH, Hanpuknaa Aesakux 3acobiB Ans YULIEHHS. Wnpuy-pyuku HosofleH
EXO BUKOPWUCTOBYIOTLCA ANS BBEAEHHSA IHCYNIHY Npw NiKyBaHHi yykpoBoro aiabety.

HoBo Hopaick HaranbHO NPOCUTb NAaUIEHTIB, sKi BUKOPUCTOBYIOTL LINPUL-pYUKY HosolleH
Exo 6pakoBaHoi cepii 3aMiHUTK TpUMay KapTpuaxa, OCKifIbK¥ BiH MOXe 3/1aMaTucs.

Ha ManioHKy HUX4Ye NpeACTaBAeHO SK BUMAAAE TPUMay KapTpuaxy (MasnioHok 1)

aavo nordisk” Penfill 3ml oose

MantoHok 1. 306paxeHHs TpuMada KapTpuaxy wnpuuy-pyykn HosolleH Exo.
Onuc npobnemu:

SIKIWO TpUMay KapTpuaxa 3asHa€E BNAWBY [AESKWX XiMIYHWX cybcTtaHuin, ue Moxe
npuU3BecTn A0 WOro TpickaHHA abo noioMku. MNpuynHoo TpiCcKaHHs € Te, Wo nia BNJIWBOM
aesKkuX XiMiyHux cybcTaHuiin, Hanpuknad 3acobiB AnNa  YULLEHHA, NNacTUK, 3 AKOro
BUIOTOBNIEHO TPUMay KapTpuaxa, Moxe CTaBaT M'AKIWMUM. AKWO OYWUIEHHS MPUCTPOtO
NPoOBOAUTM Tak fIK ONMUCaHO B IHCTPYKUil ANis KOPUCTYBA4a, TOAi HEMAE HisKOro npusoay
TypbyBaTuca.

HoBo Hopaick Bxe 3aMiHWna maTepian 3 SIKOro BMTOTOBAAIOTLCA TpuMadi KapTpuaxa Ha
TOW, WO BUKOPUCTOBYBABCS paHiwe, konu He 6yno npobneM 3 TpiCKaHHAM abo nosoMKolo
TpuMaua KapTpunaxa.

3acTocyBaHHs MPUCTPOIO 3 TPICHYTUM/NONAMaHUM TPUMaYeM KapTpuAaxXa MOXe NpU3BecTy
[0 TOrO, WO WNpUL-PyYKa BBOAUTL MEHLUY A03Y iHCY/NiHY, WO NpU3BOAUTL A0 nigBULLIEHHSA
piBHA UYKpY B KpoOBi. PM3uK 3a3HaTU BUCOKOTO PIBHS1 LYKPY B KPOBi NMpW 3acTOCYBaHHI
npucTpoto 3 AedeKTHUM TpUMayeM KapTpuaxy CTaHOBUTL MeHWe 0.1 %, 10670 1 i3 1000
NauieHTIB MOXe 3a3HATU NiABULLEHHS PiBHA UYKPY B KpOBi Npu 3acToCyBaHHi AedeKTHOro
TpuMada KapTpuaxy.

CUMNTOMM MNigBULLEHHS PiBHA UYKpYy B KpoBi (rineprnikemi), sik npasuio, 3'aBNAI0THCA
NOCTYNOBO; A0 HWUX BIAHOCATb: NPUIUB, CYXICTb LIKIPU; coHnuBicTb abo BTOMA; CyXiCTb Y
poTi, PppyKkTOBMI (aueToHOBMIAO 3anax i3 poty; 6ibw vacTe cevyoBuAiNeHHs; nigBuileHHa
cnpara; BTpaTa aneTuTy, noraHe camono4yTTa (HyaoTa abo 6nioBaHHA).

10of 3



Y nauieHTa Moxe He 6yTh XOAHUX CUMNTOMIB MNiABULLEHHS PIBHA LKpPY B KpOBi, ane uen
piBEHb MOXHa BUSIBUTU NiA Yac BUMIpIOBaHHA LUYKpY B KPOBI.

Detani BinHOCHO AedekTHMX BMpO6iB:

Mepenik cepiliHux Homepis LWNPUL-PYYOK HosolleH Exo 3 6pakoM, WO nNocTaBneHi B
YKpaiHy , nogaHi B Tabnuui Huxue.

FVG8414

FVG8997
Ta6auusa 1. Nepenik AedexTHUX cepiit WNPULI-PYHOK HosolleH Exo B YkpaiHi.

Sk BU3HAUMTW HOMep cepii Ha wnpuu-py4ui HoBoleH Exo Bka3aHo Ha ManioHKy 2.

A

ManioHok 2. NIpAMOKYTHUK 4E€pBOHOMO KONbOPY BKAa3yeE Ha HOMED cepil wnpuuy-pyukn HosolleH
Exo. Hanpuknaa, Homep cepii wnpuu-pyuku HosolleH EXo Ha MaioHKy - FVG7364.

AKwo y Bawii nikapHi HasBHi wnpuy-pyyku HosoleH Exo 3 nedeKTHUX cepiv, sBenuke
npoxaHHs 3BepHyTUca Ao Hoso Hopaick ANns 3aMikn NpUCTpPOIB.

fikwo y Bac € nauieHTH, siIKi 3acCTOCOBYIOTb WNPUL-PYyYKH HosolleH Exo 3
HaBeAeHuX Buule aedeKTHUX cepin:

¢ Mwu npocumo Bac MOBIZOMUTU MPO UE NALIEHTY, SIKWA 3aCTOCOBYE WNPUL-PYUKY
HoBolMeH Exo oaHiei 3 nedeKTHMX cepiii, i CMOHyKaTu HarasbHO 3aMiHUTK
AedbeKTHUIE TpUMay KapTpuaxXy Ha HOBUKW He YLWKOZXEHU#.

e Y [oAaTKy A0 ULOro AucTa HajaeMmo indopMauifHuidi Nuct Ao nauieHTa, AKuin
3acTocoBye WNpuu-pydky HosolleH Exo ogHiei 3 AedeKTHUX cepit. Y nucTi
NauiEHTy NPOMOHYETLCA MEpeBipUTH, YN He BIAHOCWMTLCA WOro WNpUU-pyYka Ao
pedekTHOI cepii i, sKwWo Tak, 38'a3aTics 3 HoBo Hopaick ana Tpumaya kaptpuaxa.

e Y naui€eHTiB, SIKi 3aCTOCOBYE LWNpuL-py4Ky HosoleH Exo He 3 HaBeAeHUX cepii,
HeMae Hiskoro npusoay Ans TypboTu i BOHU MOXYTb MPOAOBXYyBaTh NiKyBaHHA
3BUYANHNM YMHOM.

HacrynHi aii:

Hoso Hopaick 6ysne NpoAoBXyBaTW MOHITOPUHT HebBaxxaHWX ABULL i CKapr KOpPUCTyBauiB
npucTpois 3 AedekTHUX cepiii i noBiaoMuTe Bac y BUNAAKY BUABNEHHA noboi HoBoi
3Hauywoi iHcdopmauii.

NMoBiaOMNEHHA nNpo HEeCNpUATAUBI sBMWaA |1 BUMAAKK nNpH 3acCTOCyBaHHi
NpUCTPoiB:

Jlyxe BaxnuBo, Wwo6 Npo BCi HECNPUATINBI SBULLA | BUNAAKU Npy 3aCTOCYBaHHi NPUCTPOIB
nif 4Yac NiKyBaHHA MNpu SIKOMY BUKOPUCTOBYETLCA LWNPUL-pyYKa Hosollen Exo 6ysno
NOBiAOMNEHO BiAMOBIAHO A0 MiCLEBOro 3aKOHOAABCTBA LWOAO CNOHTAHHOrO noBiAOMNEHHSA
Npo BMUNAAKY NPV 3acTOCyBaHHi NPUCTPOIB i Npo HecnpuaTAKBI ABMLLA.
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Byab nacka nosigomte npo nwoby ckapry abo HecnpusitiuBe siBuule Hoso Hopaick 3a
TenedoHoM +38 044 481-12-60 abo safetyUA@novonordisk.com abo Ha caiiTi
www.novonodisk.ua

Bu Takox MoxXeTe nosigoMuTHU HecnpuatTauee sieuie AN «[epXaBHUA eKCnepTHUK LeHTp
MinicTepcTBa OXOpPOHU 340poB’s YKpaiHu» 3a NOCUNAHHAM
//www.dec.gov.ua/index.ph i i

KoHrakTHa oco6a HoBo Hopaick

MpeacraHuUTBO KOMNaRii Hoso Hopaick A/T ([laHis) B YkpaiHi Ta Monaosi

KoHTakTHa ocoba — OcTposepxosa MannHa BonognmupieHa

TenecdoH: (044) 581-12-60, mob. (050) 444-21-77

Byn. M. CarainpgauyHoro, 29/1

M. Kuis

04070, YkpaiHa

be3neka nauieHTiB € BKpaW BaxnuBo Ans komnaHii HoBo Hopaick. Mu goknagaemo
MakKCMMYM 3yCunb, 06 BUPOGASATH | pO3NOBCIOAXKYBATU NPOAYKLIi0 HAWBULLIOT AKOCTI Ans

Baworo BX1TKy. Mu wmpo BubayaemMocs 3a Te, WO Taka cuTyaulis Mana Micue i 3a Ti
HacniAKn Ta HEe3pYy4HOCTI, 0 AKX BOHA MOrna Npu3BecTu.

3 nosaroto,
OcTposepxosa NanuHaBonoauMUpiBHA,

cTapwui MeanmyHuin pagHuk MNpeactasHuuTBa komnawii Hoso Hopaick A/T ([aHin) B
YKpaiHi
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novo nordisk”

HaranbHe noBigOM/IeHHSA 3 6e3nekun
BinHocHo HoBolleH Exo
PedepeHTHnin Homep. 2016050310

03 nunHa 2016 p.

Ba)xxnusa iHdopmaunin 3 6e3nekn

LLlaHoBHMI® nauieHTe,

A/T Hoso Hopaick BCTaHOBMAO, WO B HEBENUKIN napTii wnpuy-py4yok HosolleH Exo Moxe
TpickaTucs abo naMaTuCa TpUMad KapTpuaxy, SAKWO WOro nianasaTtn BNAUBY AeAKKUX
XiMiYHUX pEUOBUH, Hanpuknag Aeskux 3acobiB Ansa uduweHHs. Lnpuu-pyukn HosolleH
EX0 BMKOPUCTOBYIOTLCA A4/151 BBEAEHHS IHCYNiIHY NPy NiKyBaHHI LyKpoBsoro giabeTy.

HoBo Hopaick HaranbHO NMpPOCUTb NaLUi€EHTIB, SIKi BUKOPUCTOBYIOTL WNpuu-pyyky HosolleH
Exo 6pakoBaHoi cepii 3aMiHUTKU TpUMayd KapTpuaxa, OCKiJIbKMU BiH MOXe 3/1aMaTucs.

Ha ManioHKy HWXue npeacTaBfieHo K BUMMISAAE TpMMay KapTpuaxy (MantoHok 1)

rovo nordisk Penfill 3mi awe

ManwHok 1. 306paxeHHs TpUMada KapTpmaxy wnpuu-pyydku HosolleH Exo.
Oonuc npobnemu:

AKWwo TpuMay KapTpuaXa 3a3Ha€E BNAWBY AEAKUX XiMiYHUX cybcTaHuih, ue Moxe
nNpU3BeCTN A0 WOro TpickaHHsA abo NonoMKu. NMPUUYMHOIO TPICKaHHA € Te, WO nia BNANBOM
aesikux xiMiyHux cy6cTaHuid, Hanpuknag 3acobiB Ans YUWEHHA, NJacTuk, 3 SKOro
BUFOTOB/IEHO TPUMaJ KapTpuaxa, MOXe CTaBaTu M'SKiWMM. HAKWO OYULLEHHA MPUCTOLO
NpoBOAMTU TaK fIK onucaHo B IHCTpyKUIi Ana KOPUCTyBa4ya, ToAi HEMAE HisKOro npusoay
TypbyBaTucs

HoBo Hopaick BXe 3aMiHMna MaTepian 3 SIKOro BMIOTOBASIIOTLCA TpUMaui KapTpuaxa Ha
TOM, WO BUKOPUCTOBYBABCA paHiue, Konu He 6yno npobnem 3 TpickaHHAM abo NoNOMKOIo
TpMMaua KapTpuaxa.

3acTocyBaHHSA NMPUCTPOIO 3 TPICHYTUM/MOMaMaHUM TPUMAYeM KapTpuaxa MoXe Npu3BecTu
10 TOro, Wo Wnpuu-pyvKka BBOAUTb MEHLUY A03Y iHCYNiHY, WO NMpU3BOAMTbL 40 MiABULLEHHS
piBHA LYyKpy B KPOBi. PU3MK 3a3HaTW BUCOKOro PiBHA LYKPY B KpPOBi NMpWU 3acTOCyYBaHHi
NpuCTpolo 3 AedeKTHUM TpuMadeM KapTpuaxy craHoBuTb meHwe 0.1 %, to6Tto 1 i3 1000
MauieHTIB MOXEe 3a3HaTH MiABULUEHHA PiBHS LYKPY B KPOBi NpW 3acToCyBaHHi AedeKTHOro
TpuMaya KapTpuaxy.

CUMNTOMK RNiABUILEHHSA PiBHS UYKpPY B KpoBi (rinepraikemi), sk npasBuno, 3'aBNa0TbCS
MOCTYNnoBO; A0 HMX BiAHOCATb: MPUANB, CYXiCTb LWIKipW; COHMUBICTL abo BTOMa,; CYXiCTb Y
poTi, ¢ppykTOoBUi (aueTtoHoBMiItO 3anax i3 poty; 6iNbW yacTe ceHOBUAINEHHA; MiABULLEHHa
crnpara; BTpaTa aneTuTy, noraKe caMonouyTTa (Hygorta abo 6nto8aHHA).

Y nauieHTa Moxe He 6yTu XOAHMX CUMMNTOMIB NiABULLEHHS PiBHA LUYKPY B KPOBi, ane ue#
piBeHb MOXHAa BUSBUTMW NiJ Yac BUMipIOBAHHSA LYKPY B KPOBI.
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novo nordisk”
Oetani mopo aedeKTHUX NPUCTPOIB:

Cnucok cepiitHux HoMepiB HosolleH Exo 3 6pakoM, Wo noctasneHi B YKpaiHy , noAaHi B
Tabnunui HMx4e.

FVG8414

FVG8997
Ta6nununa 1. Cnucok 6pakoBaHux cepik HosoleH Exo B YkpaiHi.

K BU3HAUMTKU HOMEp cepil Ha wnpuvu-pyyui HosolMeH Exo Bka3aHO Ha ManiloHKy 2.

A

MantoHok 2. MpAMOKYTHUK UEpBOHOTO KOMbOPY BKA3y€E Ha HoMmep cepii wnpuy-pydyku HosolleH
Exo. Hanpuknag, Homep cepil winpuu-pyuku HoeolleH Exo Ha ManioHKy - FVG7364.

dkuo Bu 3actocoBye wnpuu-pyyky HosolleH Ex0, WO He HaNeXMUTb A0 HaBeAeHUX
cepiii, HeMae HisKoro npueoay Ans Typ6oTn i Bu MoxeTe 6yTn BNnEBHEHUMYU, WO NPUCTPIi
npauloe sk cnia.

Ulo po6uTH, AKWO 3acTrocoBye wnpuu-pyyky HosolleH EXO, 10 Hanexurb AO
OAHI€T 3 BUIeHaBeAeHUX cepiii:

e He npUNUHANATE HE NPOKOHCY/IbTYBABLUMCH 3 NiKapeM.

¢ YBaxHO cTaBTecb A0 Baworo piBHA UyKpy B kposi abo cuMnTOMIB rinepraikemii.
Akwo Bu BiguyBaETe Taki CUMNTOMW, BUMipAlTe piBeHb LUYKPY B KPOBi Tak sk Bac
Hasuuus Baw nikap abo MeanyHa cecTpa i BUKOHaWTe BianosiaHi Aii.

e SKLIO BMCOKWUI piBeHb LUYKpPY B KPOBi MOB'A3aHnit 3 po60TOI0 NPUCTPOIO, 3BEPHITbCA
[0 Baworo nikapst 3a nopanoto.

e [loBigoMTe cBOi KOHTaKTHI Aetani (npisBuwe, aapeca, Homep TenedoHy, aapecy
e/IeKTPOHHOI MOWTKU i KiJIbKICTb AedeKTHUX TpuMmadis KapTpuaxy) abo Ha cauTi
MpencraBHUUTBaA koMmnaHii  HoBo Hopaick A/T  (danis) B  YKpaiHi
www.novonodisk.ua, abo Ha KopnopaTuBHOMYy caiTi HoBo  Hopaick
www.novonordisk.com 3 MeTol OTPMMaHHS HEYLIKOKEHOro TpuMmada KapTpuaxy
ANns Bawoi wnpuuy-pydykn HosoleH Exo, SIkMii BU 3MOXeTe 3aMiHUTWM CaMOCTIKHO
Aitoun 3rigHo IHcTpykuil 3 BUkopuctaHHsa HosolMeH Exo (cTtop. 22-23).

e bByab nacka nosigoMTe npo noby ckapry abo HecripusaTamee asuule HoBo Hopaick
3a TenedoHom +38 044 481-12-60 abo safetyUA@novonordisk.com

AKWo y Bac BUHUKHYTb AKi-HEGYAb NUTaHHA abo 3ayBaxeHHs, 6yAb lacka, 3BEPHITLCSA A0

Baworo nikaps, nposisopa abo Ao MNpeactasHuuTBa komnaHii Hoso Hopaick A/T (QaHia) B
YKpaiHi.
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Besneka nauieHTIB € BKpait BaXxnueoio Ans KomnaHii HoBo Hopaick. Mu poknanaemo
MakCMMyM 3yCuiib, W06 BUPOBAATKU | PO3NOBCIOAXYBAaTU NPOAYKUIIO HAaNBULWIOI AKOCTI Ans
Baworo BXMTKY. MM wupo BubayaeMocs 3a Te, WO Taka cuTyauisa Mana Micue i 3a Ti
Hac/iAKKW Ta HE3PYYHOCTI, A0 AKUX BOHa Morfia NpusBecTu.

3 nosaroto,

OcTposepxoBa NanuHa,
cTaplwuit MeaunuHnii pagHuk [peactaBHuuTBa Komnadii Hoso Hopgick A/T ([aHia) B
YipaiHi

DopnarkoBa iHopMaLin

Hoso Hopaick A/T (Banis) Ten. +38 044 581 12 60

MNpeacraBHUUTBO B YKpaiHi

www.novonordisk.ua gaos@novonordisk.com
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BiaknnkaHHA aeskunin cepin HosolleH Exo Bia

AncTpmnb’roTopiB i antek
PedepeHTHn HOMep. 2016050310

03 nunHa 2016 p.

Ba)xnuBa iHdopmMaLnisa ans ancrpnb’ioTopisB, AKi MalOTb Y HAABHOCTI
wnpuy-pyuxkm HoeolleHn Exo

LLaHosHU aucTpub’ioTope,

A/T Hoso Hopgaick Bigknukae wnpui-pyykm HoeolleH Exo 2-x cepin Big
Anctpub’ioTopis i anTek, Wo 3HaxoanTbecs B Ykpaini. Wnpuu-pydkn HosolleH Exo
BUKOPUCTOBYIOTbCA ANSA BBEAEHHS iHCYNiHY NpU NikyBaHHI LyKpoBoro Aiabety.

Biaknnk nos’a3aHo 3i 36inbLUEHHSAM KiNIbKOCTI CKapr BigHOCHO TpickaHHSA abo
MONIOMKU TPUMaUiB KapTpUIKy iHCYyNiHy wnpuu-pydku HosolleH Exo.

DeTtani BinHOCHO aedekTHUX BUpobiB:

Mepenik cepinHMX HOoMepiB Wwnpuuy-pydok HosolleH Exo 3 6pakoMm, o nocraBneHi
B YKpaiHy , noaaHi B Tabnunui Hmxue:

FVG8414

FVG8997
Tabnuusa 1. Nepenik gedekTHUX cepit wnpuu-pydok HosolleH Exo B YkpaiHi.

Lo pobuTK, AKWO Y BaWOMy PO3NOpPAANEHHI 3HAXOAATLCA WNPULL-PYUKH
HosolleH Exo oaHi€l 3 BULleHaBeaeHUX cepiit:

e He npoaaBaTy Ta He poO3MoOBCOAXYBaTH binblle aedeKTHI cepii NpUCTpoiB.
o [loBepHyTH aedekTHi cepii npucTpois HoBo Hopaick i 3aMoBUTK ¥y HOBO

Hopgaick HoBi npucTpol.

AKWO Yy Bac BUHMKHYTb 3anuTaHHs, 6yab flacka, 3septantecs Ao lNpeacrasHuuTea
koMmnaHii Hoso Hopaick A/C ([aHis) B YkpaiHi Ta Mongosi.
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be3sneka nauieHTiB € BKpail Bax/iMBolo Ans koMnaHii Hoso Hopaick. Mu
AOKNAaAAEMO MAaKCUMYM 3yCWSb, WO6 BMPo6naTH | po3noBCOAXYBaTU NPoayKLio
HanBULLOI SIKOCTi AnA Baworo BXUTKY. My Wwunpo Bubayaemocs 3a Te, WO Taka
CuUTyauisa Mana Micue i 3a Ti Hacnigky Ta He3pYUHOCTI, 0 AKX BOHa Morna
npu3BecTu.

3 nosaroto,

Boiiko O.A.,

eHepanbHWA agnpekTop

MpeacrasHMUTBa KoMnaHii Hoso Hopaick A/C ([daHif) B YkpaiHi Ta Mongosi
JoaaTtkoBa iHdopMauis

Hoso Hopaick A/T (OaHis)

MpeacTtaBHULUTBO B YKpaiHi Ten. +38 044 581 12 60

www.novonordisk.ua aabo@novonordisk.com
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HaranbHe noBigoMNeHHSA 3 6e3nekun

BinHocHo HoBolleH Exo
PecdepeHTHHMiA HOMep. 2016050310

03 nunHsa 2016 p.

Baxcimsa iHdopMauis Ans antek, AKi MalOTb Y HassBHOCTI WNpUL-
pyukun HosolleHn Exo

A/T HoBo Hopaick BCTaHOBMNO, WO B HeBENMKIMA NapTii Wwnpuu-pydyok HoeolleH
Exo Moxe Tpickatucsa abo namaTncs TpyMay KapTpuaxy, SKWo Koro niaaasaTu
BMANBY AESKNX XIMIYHUX PEYOBUH, Hanpuknag Aesknx 3acobiB Ans YMLLEHHS.
LWnpuu-py4ku HoBolMeH EX0 BUKOPUCTOBYIOTHCA AS11 BBEAEHHS IHCYNiHY npw
niKkyBaHHi Lykposoro giabety.

HoBo Hopaick HaranbHo NpocuTb noaen 3 AiabetoM, aKi BAKOPUCTOBYHOTb LUMPULL-
pyuky HosoleH Exo 6pakoBaHoi cepii 3aMiHUTW TpMMay KapTpuaxXa, OCKinbKuY BiH
MOXe 3namaTucs.

Ha ManioHKy HMKXYe NpeacTaBfeHo ik BUTMISAAE TPUMad KapTpuaxy (MantoHoK 1)

&
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MantoHok 1. 306paxeHHs TpUMada KapTpuaxy wnpuu-pyykun HosolleH EXo.

Onuc npobnemn:

AKLLO TPUMaY KapTpUaKa 3a3Ha€ BNUBY A€SKUX XiMIYHMX cybCTaHLUin He TakuMm
UMHOM, SIK Lie BKa3aHo B IHCTpyKUIii Ans KopucTyBaya, Le MoXxe Npu3BecTn Ao
oro TpickaHHs abo NosoMku. MPUUNHOLIO TPICKaHHA € Te, WO Nia BNJMBOM AesKnX
XiMiuHMX CyBCTaHUi, Hanpuknaa 3acobis AA UMLLEHHS, NMIAcTUK, 3 SKOro
BMIOTOBNIEHO TPMMay KapTpuaxa, Moxe cTaBaTv M'AKiWnM. AKLLO OUMLIeHHSs
APUCTPOIO NPOBOANTU Tak sIK onNmncaHo B IHCTpyKUii Ana KopuctyBaya, Todi HeMa€e
HiaKkoro npueody TypbysaTucs, Wo TpUMay KapTpuaxy TpicHe.

3acTtocyBaHHS NPUCTPOLO 3 TPICHYTUM/NoNnaMaHMM TpUMa4eM KapTpuaxa Moxe
NpW3BECTU [10 TOrO, WO WNPUL-PYYKa BBOAMTb MEHLUY A03Y iHCYiHY, WO
NpU3BOAUTb A0 MiABULLEHHS PiBHSA LYyKPY B KPOBi. PU3MK 3a3HaT BUCOKOro piBHS
LYKPY B KPOBIi MpU 3aCTOCyBaHHi NPUCTPOIO 3 Ae(hEKTHUM TpUMadeM KapTpuaxy
cTaHoBUTb MeHwe 0.1 %, To6T10 1 i3 1000 nauieHTiB MOXe 3a3HaTH NiABULLIEHHS
piBHA LYKPY B KPOBi NpW 3acToCcyBaHHi fleeKTHOro TpuMada KapTpuaxy.

CvMATOMM NIABULLEHHS PIBHA LYKPY B KpOBi (rinepraikemi), sk npasuino,
3'ABNAOTLCA NOCTYMNOBO; A0 HUX BiAHOCSATb: MPUAMUB, CYXICTb WKipW; COHNUBICTb
abo BTOMa; CyXiCTb y poTi, hpykToBUiA (aueToHoBKIA0 3anax i3 poTy; 6inbw yacte
ceyoBMAINEHHA; NiABULLEHHA cnpara; BTpaTta aneTuty, noraHe camonouvyTra
(HynoTa abo 65110BaHHSA).
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Y nauieHTa Moxe He 6yTH XOAHWUX CUMMTOMIB NiABULLEHHS PIBHS LYKPY B KPOBI,
ane uen piBeHb MOXHa BUSBUTH NiA 4ac BUMIpIOBaHHA LYKpPY B KPOBi.

Oertani BiaHocHO aedekTHMX BMpPOGiB:

Mepenik cepiitHnx HomepiB LWNPUL-PYYOK HosolleH Exo 3 6pakoM, WO
noctaeneHi B YKpaiHy , noaaHi B Tabnuui Huk4e.

FVG8414
FVG8997
Ta6nuus 1. Mepenik aecdeKTHUX cepiit LWNPUL-PYYOK HosolleH Exo B YkpaiHi.

K BU3HaUWTK HOMep cepii Ha wnpuu-pyyli HosolleH Exo Bka3aHO Ha MatoHKY 2.

A

ManioHOK 2. NpAMOKYTHUK 4YE€pPBOHOro KO/bOPY BKa3yeE Ha HOMEP cepii WNpUL-pyYKH
HosolMeH Exo. Hanpuknaa, Homep cepii wnpuu-pyuku HosolleH Exo Ha ManioHkKy -
FVG7364.

Slkwo y Bac B HasBHOCTI wnpuu-pydku HosolleH Exo, Wo He Hanexartb 40
HaBeAeHMX Cepiii, HEMa€E HIfAKoro npueoay Ana TypboTH, Wwo NPUCTPIN He npaute
aK cnig, i Bu moxeTe po3noBCloaXyBaTh Ui NpucTpoi nauieHTam.

Lo po6uTH, AKLWO Y BaLLOMY PO3NOPAAMEHHI 3HAXOAATLCA WNPULL-PYUHKH
HosoleH Exo oaHi€l 3 BULWEeHaBeAeHUX Cepii:

e He npogaBaTi Ta He po3noBCOAXYBaTH binblue fedekTHi cepii NpucTpoiB.

e [loBepHyTu fedekTHi cepii npuctpois Hoso Hopaick abo sauwiomy
MOCTaBHWUKY | 3aMOBWUTU Y MOCTaBHMKA HOBI MPUCTPOI.

Lo po6uTH, SIKILO A0 BaC 3BEPHETbCH NAUi€HT 3 WNPUL-PyUKOIO HoBolleH
EXO0 OAHI€ 3 BUlLEeHaBeAEHUNX cepil::

e Y BUMAAKY, AKLWO Yy Naui€HTa Bif3HayanMcb CUMMNTOMU MiABULLEHOTO piBHA
LYKPY Y KPOB Y 3B’A3KY 3 3aCTOCYBaHHsAM AedeKTHOro npucTpoto, BiH Mae€
3BepHyTMCS A0 nikapsa 3a nopaaoto. Jlikap abo ocoba, sika 3aCTOCOBYE
NPUCTPIi, NOBUHHI NOBIAOMUTU NPO noby ckapry abo HecnpusiTinee siBuLLe
Hoeo Hopaick 3a TenecoHom +38 044 481-12-60 abo “
safetyUA@novonordisk.com

e bByZab nacka nonpocuTb Nali€HTa 3apeecTpyBaTn MOro KOHTaKTHi AaHi
(KOHTaKTHI aetani (npisenwe, ajpeca, HOMep TenedoHy, aapecy



novo nordisk”
eNeKTPOHHOI NOLWTH i KiNbKICTb AedEKTHUX TPpUMaYiB KapTpuaxy) abo Ha
caiiTi NpeacrasHuuTBa KoMnaHii Hoso Hopaick A/T (AaHis) B YKpaiHi
www.novonodisk.ua, abo Ha kopriopaTuBHoMy caiTi Hoso Hopaick
www.novonordisk.com 3 MeTol OTpMMaHHA HeyLKOAXKEHOro TpnuMaya
KapTpWaXy Ans Bawoi wnpuu-pyykn HosolleH Exo, SIKW BW 3MOXeETE
3aMiHWUTK CaMOCTINHO Aitoun 3rigHo IHCTpyKuii 3 BUkopucTtaHHs HosolleH
Exo (cTop. 22-23).

AKLLO Y Bac BUHMKHYTb 3anuTaHHs, 6yab nacka, 3seprantecb Ao lNpeacTaBHUUTBA
koMmnaHii Hoso Hopaick A/C ([aHisa) B YkpaiHi Ta Mongosi.

Be3neka nauieHTIB € BKpail BaxmBoto Ans komnaHii Hoso Hopaick. Mu
[OK/1aJaEMO MakCUMYM 3ycuiib, Wo6 Bnpobnsti i po3noscloaXyBsaTh npoAaykKuito
HalBULLOT SKOCTI ANa Baworo BXuTky. Mu wmpo subadaemocs 3a Te, WO Taka
cuTyauis Mana micue i 3a Ti Hacniaku Ta He3py4HOCTI, 0 AKMUX BOHa MOrna
npu3BecTw.

3 noBarow,

Boiko O.A.,

FeHepanbHWIA ANPEKTOP

NpeactasHuuTBa KoMnaHii Hoso Hopaick A/C (AaHia) B YkpaiHi Ta Monaosi
OopatkoBa iHdpopmMmaLnis

Hoso Hopaick A/T (JaHist)

MpeacTaBHMUTBO B YKPaiHi Ten. +38 044 581 12 60

www.novonordisk.ua aabo@novonordisk.com



