JEKJAPALISI ITPO BUIMMOBIHICTD
MEJUYHNX BUPOBIB Ne 3

Bupobnuk: GSK Consumer Healthcare S.A.,
Route de I’Etraz, 1260 Nyon, Switzerland

(Ha3Ba Ta MicIle3HAXOIKEHHS BHPoOHHUKA)

niomeepoNHCcye, w0 eUpoOU MeOUUHI:
"Acnipatop HasanpHHK 3 3 3mipamMu HacankamMu Orpusin beb6i"

"Hacaaku 3MiHHI JUig acoiparopa HazainsHoro Orpusid be6i, 10 mr"
(Ha3Ba MpomLyKIIii)

KAdAC puzuKy: I (HecTepuIbHUIA)

AKI 6UZOMOG/IAIOMBbCA Stiplastics
62, Chemin des Plantées, 38160 Saint-Marcellin, France

(Ha3Ba Ta MicIIe3HAXOMKEHHA BUPOOHHKA)
adpecu 6UPOOHUYUX MAUOAHYUKIG:
62, Chemin des Plantées, 38160 Saint-Marcellin, France

BianoBigaoTe BHMoOraM TexHiYHOro perjamMeHTy INOA0 MeAHYHHX BHPOOIB,
3aTBepakeHoro Ilocranosor KabGinery MinicTpie Ykpainu Big 02.10.2013 Ne 753,
JlonaTok 8.

TexHiuHa JOKyMeHTAIls HAa MEAUYHKUM BUPIO po3pobiieHa Ta BIIpoBakKeHa.

Jexnapauito ckiadeno Ha niocmagi:

1. Ceprudikar Ha cucTeMy YyhpaBliHHA sKicTio BiamosizHo sumor JCTY ISO

13485:2005 (ISO 13485:2016) Ne 7610/ rev.8 Bim 19.04.2018 , uuHHHE 70
18.03.2021 ;

Ynosnoeasicenuii npeocmasnux eupoonuxa ¢ Ykpaini: TOB «I'nmakcoCwmitKnaiin

Xenckep HOxpetin T.O.B.» , agpeca: 02152, m. Kuis, npocn. ITasna
Tuupau, 1-B  (Bignosimao mo Jorosopy Ne MD2-02/2019  Binx
14.02.2019)

BimoBijaibHICTE 3a TOCTOBIPHICT HagaHoI iH(opMallii Hece BUpOOHUK.

YnoeHoBa)keHHH NTPENCTABHUK BUPOOHUKA M M
B YKpaini Z Z Hixkoso Cesape ITome

o= MERTED (OKPEMH T.0.8.7
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Stiplastics | CERTIFICAT DE CONFORMITE
AN ” CERTIFICATE OF COMPLIANCE

CEPTUDIKAT BIANOBIAHOCTI

MpoaykT:

OTpuBiH Bebi acnipatop HasanbHUN 3 TPbOMa 3MiHHUMM HacagKamMmu
BupobHuk:

I'CK KoHcberomep Xenckep C.A., (PyT ae Jletpa, 1260 HioH, LlBeluapisa) Ha 3asoai:
CTINNACTIKC, (62 LLemeH ae NnaHte, 38160 CeH MapceneH, OpaHuida)

Koa npoaykra: 529839 Cepis: 2082 Kinbkictb: 15552 yn.
HaTa BupobHuutea: 08/06/2020 TepmiH npugaTtHocTi go: 05/2025

JaHum niateepxyeMo, wwa Ui cepito 6yn10 BUroTOB/IEHO Ta NPOKOHTPObOBAHO
3rifHO MeTodiB Ta cneyndikauin, wo 6yno onnucaHo y TEXHIYHOMY A0CLE. BUpobHMua
AOKYyMeHTaLUia € NoBHOW | Bignosiaae noctaHoBam AupekTueu 93/42/EEC (3rigHo
yTouHeHb AuvpektuBu 2007/47/CEE).

HdaTta: 19.06.2020
BignoBiganbHa ocoba:

MeHeaxep KOHTponw skocti - Gato Idaline

/gﬁl' 0 - /M%ﬂ ﬁéff’ P11 AORD /




CERTIFICAT D’ANALYSE
CERTIFICATE OF ANALYSIS

Stiplastics L
. Sy W

CEPTUDIKAT AHANII3Y
MpoaykT: Koa npoaykry: 529839
OtpueiH Bebi acnipaTop Ha3anbHUit 3 TpLOMA
3MiHHUMM Hacagkamm
MNoctavaneHuk: CTINJIACTIKC
HaTta BupobHuuyrea: 08/06/2020 YnakoBka: acnipatop+3 Hacaaku
Homep cepii: 2082 KinbKicte: 15552 yn,
HaTta nepesipku: 17/06/2020 TepMiH npuaatHocTi fo: 0572025
BianosiganeHa ocoba: Gilibert Cathie (MeHemkep KOHTPOIO AKOCTI)
MOKA3HUK CNELUNPIKALIA PE3YIbTAT
3pasokl 3pa3ok2 3pa3ok3
Koneop
Hacankw HazanbHi MNpozopi, 6e3 nnam Ta TpiumH Bignoeigae | Bionoeinae | Bianosigae
HaaBHicTb abcopbytoyoro
QinbTpy Ha Hacaaui
AbBcopbyrounii dinbTp BiacytHicTe »oBTOI NiHn / Binnoeigae | Bianosigae | Bianosigae
HUCTUIA/BIACYTHICTB
MOLWKOAXEHb
LeHTpaneHuiét Kopnyc bes nasm Ta TpiwwH Bianosinae | Bianoeigae | Bianosigae
Tpybka 3 cinikory MHy4ka, be3 CKNeeHnx cexuii
Ta nnam Bignorigace Bianosinae Bianceigae
MyHAWTYK Bes nnam Tta TpiwmH BianoBinae Binnoeinae Bianoeinae
Mepesipka 360pKK
- Ha3zanbHUii HakoHeYHWK | HasanbHuit HakoHeuHWK AobBpe | Bignosigae Bianosinae | Bianosigae
i Kopnyc MiaxoAuTe A0 KOpNycy Ta
HaAilMHo ikcyeTbes
- CunikoHosa TpybKa i Tpybka Aobpe niaAxoauTb 40 Bianosinae | Bignoeinae | Bionosigae
KOpnyc Kopnycy Ta HagiHo
dikcyeTbea
- CunikoHoBana Tpybka m
MYHOLWTYK Tpybka nigxoauTb A0 Binnosigae | Bianoeigae | Bianosigae
MYHAWITYKY Ta HaailiHo
dikcyeThCA

CnpaBexHIM 3aTBepAXYIO, WO Ha AaTy CKNladaHHs cepTudikaTy XoaHOIo BiaXUAEHHS (BiakpuToOro,
3akpuToro abo y npoteci) He 6yn0 3apeecTpOBaHy Ha 3a3HayeHi cepiio.

BUcHOBOK: cepis BignoBifae

18.06.2020

BianosinancHa ocoGa: MeHeaxep KoHTponw akocTi - Gato Idaline

s« Vil




HEKJAPAIIA ITPO BIAIIOBITHICTD
MEIAYHUX BUPOBIB Ne 2

Bupobnux: Novartis Consumer Health SA.,
Route de I’Etraz 2, CH 1260, Nyon 1, Switzerland

(ma3Ba Ta Micue3HaxXoKEeHHs BHPOOHIKA)

niomeepolCye, wio eUPOOU MeOUUHI:
"AcnipaTop nHazanpHui 3 3 sMigsuMu Hacagkamu Otpusin be0i"

"Hacazky 3MiHHI uis acriparopa Hazaieaoro Orpusin bebi, 10 mr"
(Ha3Ba mpomyKLiT)

KAac puzuKy: I (HecTepHILHUI)

AKI GUZOMOGIAIOMBCA STI Plastics
RD 1532, Z.1. Les Ors, 38160, Beauvoir en Royans, France;
62, chemin des Plantées, ZI du Plateau des Echavagnes, 38160 Saint-Marcellin, France

(na3Ba Ta MiCIle3HaX0/UKEHAA BUPOOHIKA)
aopecu eupoOHUYUX MAUOAHYUKIG:
RD 1532, Z.1. Les Ors, 38160, Beauvoir en Royans, France;
62, chemin des Plantées, ZI du Plateau des Echavagnes, 38160 Saint-Marcellin, France

Bigmosizalors BuMoram TexHiUYHOro peryiaMeHTy IIOJ0 MEIHYHHX BHPOOIB,
sarsepmkenoro Ilocranosoio KabGinery MinicTpis Ykpaiam Big 02.10.2013 Ne 753,
Honatoxk 8.

Texuiuna goKyMeHTallisl Ha MeIAYHUI BUPiO po3pobiieHa Ta BIpOBaKEHA.

Heknapauiio cknadeno Ha niocmagi:

1.  Ceprudikar Ha cucTeMy ynpaBiiHHi skicTio BigmosigHo sumor JCTY ISO

13485:2005 (ISO 13485:2016) Ne 7610/ rev.7 Bim 13.02.2018 , yuHHMA [0
18.03.2021 ;

Ynoenosascenuii npeocmaenux eupobrnuxa ¢ Ykpaini: —TOB «l'nakcoCmitKnaiin
Xenckep Oxpeita T.O.B.» , agpeca: 02152, m. Kuis, npocri. [laBna
Tuuunu, 1-B  (BignosigHo po JloroBopy Ne MDI1-6/2016  Bin
02.06.2016)
BigmoBigansHicTs 3a TOCTOBIPHICTS HamaHO1 iH(popMarii Hece BUPOOHHUK.

VioBHOBaXXeHUH TpeicTABHUK BUPOOHKKA
B Ykpaini __ /ﬂﬂ/ / IBamyx B. A.
B. O. TenepansHorosEpokIgns (m);tnuc) (I11B)
(3a mopy3
“TAKCOCHITKIIAiH 14.03.2018 nie jo __18.03.2021

1 ﬁqcm I0KPEFK 7.0.8.* (nara)

Crtopinka 1 3 1



@)
=
=
o
=
o
:
[ ]
4
=B
[
58|
L E
®
:
=
=
=4
0
O E
,—
w2
<
=l
,
[ ]
2 B
=
|
2 B
jaa]
,
(]
149
>
=3
&
E o
| 3
| =
g M
Q
E o
E
| <
B
R =
| =
E @
O
E o
3
| &
=
g o
E N
°
| &
<
B
| E
(a4
E M
O]
[ ]
3
e
=
=
oy
84|
O

OpraH 3 OuUiHKV BiaNoBIAHOCTI [lepxaBHe NianpuemMcTeo
"YKpaiHCbKUA MeAUYHUIA LEeHTP cepTudikaLyii”
MiHicTepcTBa OXOPOHY 300POB'A YKpaiHn

UMCC OOOATOK
0o ceprtucpikata nepeBipku TeXHIYHOT
AOKyMeHTauil
Ne UA.TR.039.313 Big 21.07.2017 p.

Mepenik meauyHux BUPOGIB, Ha sKi PoO3noBClOAXYETbCA Aid CepTudikarty
NepPEBIPKN TEXHIYHOT AOKYMEHTaL|il:

- Ne HaiimeHyBaHHs
3/n npoaykuit

1 AcnipaTop HasanbHuii 3 3 3aMiHHUMK Hacagkamu OTpuBiH BeOi

Hdata Bupadi:

[ivicHui no:

W)

NN

MKd%l;aHyB OLiHKM BiANOBIAHOCTI

\){'jr o

-~ JNleGipes M.C.

CtopiHka 1 3 1

OpraH 3 OliHKK BiANOBIAHOCTI [lepkasHe NiANPUEMCTBO "YKpaiHCbKNA MEANYHUNA LEHTP ceptudikauii" (AN "YMLIC")
lop. agpeca: 02160, Ykpaina, m. Kuis, npocn. Boss'eanaHHs, 7-a; akT. aapeca; 01042, m. Knis, 8yn. Yuropina, 18; Ten. (044) 285 83 83
: MpuaHayeHuit Ha NPOBEAEHHS POBIT 3 OLiHKI BIANOBIAHOCTI BUMOram TEXHIYHNX pernamenTis
(Hakas sig 29.08.2014 Ne 1044 MiHekoHOMPO3BUTKY YKpaiHW, HOMEP NPU3HA4EHOro opraHy UA.TR.039)
AkpeautoBannit HAAY Ha cepTuddikalliio NPOAYKLIi Ta CUCTEM ynpasniHHa AKICTIO (aTecTaTy akpeauTauii Ne 10101 Ta Ne 80018).
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OpraH 3 ouiHku BianosigHOCTI [lepxxaBHe nianpueMcTeo
"YKpaiHCbKnit MEAUYHUIA LEHTP cepTudikavii"
? MiHicTepcTBa 0XOpoHU 340p0B'A YKpaiHu

UMCC CEPTU®IKAT NEPEBIPKU_
TEXHIYHOI LOKYMEHTALII

(TexHiYHUI pernameHT Won0 MeaAnYHUX BUPOGIB, [oaaTok 8)

Ne UA.TR.039.313

Bupo6HuK: Novartis Consumer Health S.A.,
Route de I'Etraz 2, CH 1260, Nyon 1, Switzerland

Bupo6Huui STl Plastics, _ o~ _
iNsSHKY: RD 1532,;2/'77.1. l%eséOrs,’381'60 Be‘aitl\/oli‘rien Royans, France
62, chemin des Plantées, ZI du Plateau des Echavagnes, 38160
Saint-Mareellin, France
TexHiuHa Bepcig 01 :
AOKyMeHTauiA: BI,I],;O4‘?O4QO17 = -
Ha Bupo6u: AcmpéTop Ha3an;’°ﬁmﬁff/0fiijxlsitj‘5é6i Ta 3MiHHI HacaAKn [0 HbOro"
(srigHo pjomatky)
knac |, ar

ariaro fopatky 2 TeXHIYHOTO PernamenTy LLOAO MeANHIX

(
((((

LLLECE

OpraH 3 oLUiHKK Bi,l],ﬂOEiﬂlHQéTi, An "YI\/I?UC""; 3a4Bnse, u;o' TexHiuHa AOKYMeHTaLls Ha
3a3HaveHi Bupobun anoainaeff?,mwi‘ora,m Hopatka 8 TexHIYHOro pernameHTy LoA0 MeANYHAX 1
BUPOBIB, KN 3aTBEPAKEHO HOC‘T‘E@HOQQ}O @a6iaery MiticTpis Ykpainu Big 02.10.2013 Ne 753.

Bucwosok:  No 313 Bin 23.06.2017 p.

[ata Bupavi: 21.07.2017 p.
ﬂiﬁgnwﬁ no: 20.07.2022 p.

OLliHKK BignoBiAHOCTI

JNebiges M.C.

llen ceprucikat He € NiaCTaBo ANS HAHECEHHS HOMEpY OpraHy pa3om i3 HalLioHanbHM 3HaKoM BIANOBIAHOCTI HA MapKyBaHHi BUpoby

Opran 3 ouitkn signosiaHocTi lepxasHe nignpuemcTso "YKpaiHCbKuit MeanyHUiA LeHTp ceptudikalyii” (N "YMLIC") (www.umcs.org.ua)
- top. aapeca: 02160, Ykpaira, M. Kuis, npocrn. Boas'egHaHHs, 7-a: akT. agpeca: 01042, m. Kuis, Byn. Ynropina, 18: Ten. (044) 285 83 83
: MpusHaveHuin Ha nposeaeHts pobiT 3 OLjiHKY BIANOBIAHOCTI BUMOram TEXHIYHUX perfamenTis
(Haka3 Big 29.08.2014 N2 1044 MiHekoHOMPO3BUTKY YKpaiu, Homep npusHayeroro opraHy UA.TR.039)
AkpeantoBanuin HAAY Ha ceprudpikatliio NPOAYKIIT Ta CUCTEM YNPaBNiHHS AKICTIO (aTecTaTh akpeauTauii Ne 10101 Ta Ne 80018).
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TToainstioun NPHCTPACTh JI0 Porpecy

Ceprudikaris
y rajy3i MeIHIHE Ta 310POB’s

CEPTUDIKAT ITPO PEECTPAILIIO

Ne 7610, Bepcist 7

HamionanbHa taGopaTopis merpoJiorii Ta BunpodyBans (LNE) 3acBinuye, 1o cucremMa ynpap/iiHHA
SIKICTIO, pO3p0o0JieHa KOMIAHIEK0

«CTI IVTACTIKC» (STI PLASTICS)
IIpomucnosa 3oua Jies Op, ABTomopora mMicueBoro 3Hadenns 1532
38160, OBYAP-AH-PYASH, ®PAHIIIA
(ZI Les Ors, Route Departementale 1532,
38160 BEAUVOIR EN ROYANS FRANCE)

JIJISl TAKHUX BHIIB XifJILHOCTI:

Po3pobxa, BHPOOHHI[TBO Ta 30yT
MipHHX JIOXKOK, MiNeTOK, CTAKAHYHKIB Ta iHIIHX CHCTEM J03yBAHHSI.
Po3pobka Ta BUPOOHHITBO HA3AIBHHX aACHiPaTOPiB Ta BUTPATHHX MaTepialis.

0 3AIiICHIOKTHCH HA BHPOOHUYII(-uX) AiabHmii(-s1x):

«CTI IJIACTIKC» (STI PLASTICS)
IMpom3sona Jles Op — ApToaopora micuesoro 3HayeHHs 1532 — 38160, BOBY AP-AH-PY ASIH — ®PAHIIIA
(Z.1. Les Ors — Route Départementale 1532 — 38160 BEAUVOIR EN ROYANS — FRANCE)
«CTI IIJIACTIKC» (STI PLASTICS)
IlImen ne IMnanTe, 62 — [pom3ona aio Iaarto ge3 Ewasaub — 38160, CEH-MAPCEJIJIEH — ®PAHIIIA
(62 Chemin des Plantées — ZI du Plateau des Echavagnes — 38160 SAINT MARCELLIN — FRANCE)

BiiMOBiAa€ BHMOramM Mi>kHapOJAHUX CTAHJAPTIB

NF EN ISO 13485 : 2016

Jara nabytTsa uynanocTi: 13 moToro 2018 poxy (BK/II0YHO)
Hiiicue mo: 18 6epe3nst 2021 poxy (BKJIIOYHO)

Cxaaneno: 13 arotoro 2018 poky

cofrac

%

CEPTHOIKALILSA
CHCTEM
YITPABJITHHSA
Axpennrauis Ne 4-0038
3 nepenikom
AKPENIHTOBAHIIX
JinbHILB Ta cheporo

3aCTOCYBAHHA MOXKHA LNE Nﬂ 76 1 0_7

o3HaifoMHTICS 32

anpecoio Teit Ceprudikar BiaaHo BianosinHo 1o npasui ceptudixauii G-MEID.

/mignuc/
Bipn imeni I'enepansHoro
AHpeKTOopa
Cecine BOXKEJIAJL

(Cecile VAUGELADE)
Kepisuux Bigainy 3 ceprudixauii G-MED

Kpyrna neuarka: Harionf. lrﬂiu saboparopist MmeTpoJiorii Ta BUIpaOyBaHb

epexnan 3rngHo

www.cofrac.fr LNE/G-MED Hotu(ikoBaHii opraH 3 niataHb BUPOOIB MEMUHOTO M)H3HAUEHHS.

Tlonosmioe ceptudixar 7610-6

3 opmrmanom

i

HauionajanHa j1aGopaTopist MeTpoJIorii Ta BUIPOOYBaHb — ToproBo-npoMHCIOBHI AepikaBHIiT 3aK/1a/; /_\
LNE/G-MED - Hotuixosanuii opran Ne 0459 ‘// A 7 /
75724, m. Tlapwxk Cenekc 15, pto 'acton Byaccse, 1+ Tem.: 01 40 43 37 00 * ®akc: 01 40 43 37 37 = www.Ine.fr « www.gmed.fr // £

v///'

/




NEKJAPAIISA ITPO BIAITIOBIAHICTD
MEANYHUX BUPOBIB Ne 2

Bupoonuk: Novartis Consumer Health SA.,
Route de I’Etraz 2, CH 1260, Nyon 1, Switzerland

(ma3Ba Ta MiCIIE3HAXO0KEHHS BUPOOHUKA)

niomeepoOHcye, wjo UpoOU MeOU HI:
"Acmipatop HazanpHMM 3 3 3MmigHuMH HacagkamMu Otpusin be61"

"Hacaaku 3MiHHI [uis aciiparopa HazaiusHoro Orpusid bebi, 10 mt"
(Ha3Ba mpoLyKLiT)

Kac pu3uKy: I (HecTepUIIEHUM )

SAKI 6U20MOGIAIOMbCA STI Plastics
RD 1532, Z.1. Les Ors, 38160, Beauvoir en Royans, France;
62, chemin des Plantées, ZI du Plateau des Echavagnes, 38160 Saint-Marcellin, France

(Ha3Ba Ta MicIIe3HAXO0HKEHHS BUPOOHHKA)
aopecu UpoOOHUYUX MATIOAHYUKIG:
RD 1532, 7Z.1. Les Ors, 38160, Beauvoir en Royans, France;
62, chemin des Plantées, ZI du Plateau des Echavagnes, 38160 Saint-Marcellin, France

BigmoBigaTs, BHMOramM TexXHIUHOro perjamMeHTy IIOA0 MeJHMYHUX BHUPOOIB,
saTBepakenoro IocranoBoro KaGinery MinicTpiB Ykpainm Big 02.10.2013 Ne 753,
HonpaTok 8.

Texniuna JOKyMEHTAIlisI HA MEIUIHAN BUPIO po3pobiieHa Ta BIIPOBADKEHA.

Jexnapauito cknadeno Ha niocmagi:

1. Ceprudikar Ha cucreMy ymnpaBiiHHsA skicTio BifmosigHo sumor JICTY ISO

13485:2005 (ISO 13485:2016) Ne 7610/ rev.7 Bim 13.02.2018 , 4uHHUH [0
18.03.2021 ;

Ynoenoearcenuit npeocmasnuxk eupoonuxa ¢ Ykpaini: — TOB «I'nakcoCmitKnaiin
Xenckep Okpeitn T.O.B.» , agpeca: 02152, m. Kuis, npoci. [lasna
Twuunm, 1-B  (BianmosimHo go JloroBopy Ne MDI1-6/2016  Bix
- 02.06.2016)
BianosigansHicTh 3a JOCTOBIPHICTH HamaHOT iH(GOpMaIlii Hece BUPOOHUK.

y
/
/
/o

YIIOBHOBaYKEHHH MPEICTABHUK BUPOOHUKA /,'/7/7/)/77 / /
B VKpa'ﬁ;i/ 'yl / IBamyx B. A.
B. O. I'enepansHor OV EHPERTORA [~ (mipmwc) (I1IB)
(3a mopy4y
“ITAKCOCMITKNAlH 14.03.2018 mie jo  18.03.2021
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