AEKJIAPALIMSA O COOTBETCTBI/[H

JEKJAPAHT, [IPHHUMAIOILH T JEKJIAPAIIHIO O COOTBETCTBHM

000 "Tesa"

Ceedenun 0 pecucmparuu opeanusayuu. Mexcpationnan zmcnexquﬂ Dedepanvroli Han02o60l cayictvl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoenwsi OI'PH 01.08.2002.

Aodpec: 115054, 2. Mockea, yi. Barosas, 0. 35, Teneghon: 8 (495) 644-22-34.

B nuye: I'enepanvrozo oupexmopa Spux Poue

Hosepennoe nmuyo.: Maxcumosa JI.A., dosepennocms T-932 om 14.04.2019

3ASIBJIAET, UTO

nexapcmeennoe cpedcmeo: Hasapen cnpeii nasanbivlii do3uposam{bm 50 mx2/003a, gnaxomsl ¢ dosupyrowum
yempouicmeom 120 dos (1), nauxu kapmonnwie, PY Ne JICP-005468/08 om 15.07.2008 (dama 3amenvi PY
23.11.2018) svidano Tesa Papmayesmuveckue Hpednpusmus JImo , cepua 100012560, napmus 58440
ynaxo6ok, eoden 0o 31.05.2022, npoussoocmea Tesa Yeuckue H};ef)npuﬂmwt c.p.o., Hewckas Pecnybnuka,
Ocmpascka 29/305, 747 70 Onasa-Komapos kod OKII/J2 21.20.10.251, koo TH B3/ 3004320009, koumpaxm
Ne 71 om 01.09.2016, unsotic Ne 2520019646 om 20.08.2019 |

COOTBETCTBYET TPEEOBAHHSIM

JICP-005468/08-150708 (HI[ 42-15310-08 wam. Ne 1-4) 5

JEKJIAPALIAS TIPUHATA HA OCHOBAHMM

npomoxosn uchoimanuti Ne 39358 om 29.08.2019 ﬂaﬁopamopﬂbm yenmp OO0 "LIKK OHL]", ammecmam
axkpedumanyuu POCC RU.0001.21PK75, Cepnugpuxam POCC (Z. ®M15.C84515 om 29. 08 2019

JIATA NIPUHATHS JEKJIAPALIAH 05.09.2019
JEKJIAPAUMSA AEACTBUTENBHA JI0 31.05.2022
ZZEMHON 0TS

P A

& Maxkcumosa JLA.
TQJUIHCE : ®.U.0

|
|
|
]
!

7’5_ "/ CBEREHSI O PETHCTPALIAN

OPTAH I10 CEPTHOHKAIHMH, 3APETHUCT PHPOBABI.I]HH I[EKJIAPAI.IH}O

POCC RU.0001.11DM15 OPI'AH T10 CEPTH®HKALIHH ITPOIYKIJHH OSL{ECTBO C
OIPAHUYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJLT KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kam. 1., adpec opzana no
cepmugpuxayuu: 143581, Mockoeckas obnacme, Hempunckuii paﬁon dep. Jlewkoso, 0.-248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb-catim: oyxk.peh. -

JEKJIAPALL E’f‘ﬁ COQTBETC‘T BHH 3APETHCTPHPOBAHA Mr POCC RU J-CZ.®M15.4.22275/19
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NoroTun CepTucpmkaTr Ha BbINYCK CEpPUMU

Marepuan: 7215524020 Ne ceptucpukara: 40000034537
HauwmeHoBaHue: Hasapen, cnpei HasanbHbIn gosmpoanHbin 50 mkr/nosa, 120 pos
YcnoBusa xpaHeHus: Cm. HA
Cepwus: 100012560 KonuuyecTBo: 58440
JlaTta npou3BoAcCTBa: 06.2019 CpoOK roqHOCTH: 05.2022
CrTpaHa npousBoAcTBa: “ewckas Pecnybnuka CrtpaHa nmnopra: Poccuiickas
depepayms
Homep PY: NCP-005468/08
Homep cepuu banka: 2000012462
WccneposaHue: Het
Mpouecc Banuaauum cepuu: Het
MpouzBoauTens: Tesa Yelwuckue npegnpusaTtus c.p.o., Octpascka 29/305, Onasa-
Komapos, Yewckan Pecnybnuka
JNinueH3ua Ha npousBoacTBO:  22975/2/INS/98 GMP cepTudpukar: SUKLS163772/2014
SUKLS238001/2016
YnakoBlmk: Tesa Yewwckue MNpegnpusatus c.p.o., Octpascka 29/305, Onaga-
Komapos, Yewckan Pecnybnuka
JNiyeH3usA Ha npou3BoacTBO:  22975/2/INS/98 GMP cepTudumkar: SUKLS163772/2014
SUKLS238001/2016

MecTo nposBedeHun aHanuza: Tesa Yewckue Mpeanpuatus c.p.o., Octpascka 29/305, Onasa-
Komapos, HYewckas Pecnybnuka

NuueHaus Ha npouasofcTBo:  22975/2/INS/98 GMP ceptucukar: SUKLS163772/2014
SUKLS238001/2016

Bbinyckalowmih KOHTPOnb Tesa Yewckue MpeanpuaTus c.p.o., Octpascka 25/305, Onaga-

KayecTBa: Komapos, Yewckas Pecnybnuka

NuueH3us Ha npouszBogcTBO:  22975/2/INS/98 GMP cepTudmkar: SUKLS163772/2014
SUKLS238001/2016

Ne matepuana A®C: 32025036 Cepus A®C: 5000004621

HanmeHoBaHue A®C: dnyTukazoHa nponuoHat

HacToawmm noATBepXaak, 4To WHMOPMauusi, ykazaHHas Bblle, NoAnuHHa. [laHHas cepus
npoAykTa Bbina npousseaeHa, BKNoYasn ynakoBKY/MapkMpOBKy W KOHTPOSb Ka4yecTsa, B MONHOM
cooTBeTcTBUM ¢ TpebosaHusmu GMP un TpeboBaHuamMu cneundvkauyum cTpaHbl-umnoprepa.
3anucK 0 NPOM3BOACTBE, YNAKOBKE W aHanu3e cepumn HaxoasaTcs B cooTeeTcTemu ¢ GMP.

Hata: 15.08.2019
HonyuleHo: nodnuck
Wpxn Baspuk
YNonHOMOYEHHoe NULo

[aHHbIA AOKYyMEHT Bbin CO3AaH B CUCTEME C 3NEKTPOHHLIMK NOANUCHMM,

Tesa Yewckue lMpednpusamus c.p.o.
OCTPABCKA 29/305, 747 70 OlTABA-KOMAPOB TE/IEQOH (OKK): +420 553 644 521
Yewckas Pecnybauka ®AKC (OKK): +420 553 644 523



JTorotun

CepTtudpmkar aHanunsa

Martepuan: 7215524020

Ne cepTudpmkara: 40000034537

HaumeHoBaHue: Hasapen, cnpel Ha3anbHbI o3npoBaHHbin 50 Mkr/go3a, 120 go3
Cepus: 100012560 KonuuecrtBo: 58440
[ara npouasoacrea: 06.2019 Cpok rogHocTH: 05.2022
MNapameTpsl Cneundoukaumn PesynbTaThl
OnucaHne Benas wnn  noytu Genas  HenpospadHas COCTBETCTBYET
FOMOreHHas CyCcneHaws, NoMeLLeHHas BO NakoH
TeMmHoro ctexkna (Tvn 1) C  A03UPYIOLWLMM
YCTPOWCTBOM W 33LUMTHBIM Konnadkom Ha 60, 120,
150 pos, copepxawmd 50 MKr  nyTuMKa3soHa
NpoNWoKaTa B O4HOW A03e
[NoaNUHHOCTL

- dnyTrkasoH (BOXX)

- dnyTukasoH (Y-
CNekTpooTOMETPUA)

- BeHsankoHwin xnopup, (BIXKX)

- ®eHunaTUnoBbIA cnUpT (MX)

pH

Konu4ecteseHHoe onpeaenexue
- dNyTUKa30oH

MocTopoHHKME Npumeck

- 17-ansha-nponuoxHar

- S-meTun

- 11-keToH

- TMOKMCNOTa

- S-S gumep

- eAnHWYHasA

HenaeHTMUUMPOBaHHaA NPUMECh

- CyMMa BCEX NpUMEce#n

KonwdecTeeHHoe onpeaeneHue
- GeHsankoHws xnopug
- heHNNITUNOBLIA CNUPT

OQHOPOAHOCTL A03MPOBaHKA

- MUHUMYM
- MakcHMyMm

Macca nHanenayanbHOR [O3bl
CpepaHsa macca 10 fos

CpepHsaa Macca CoaepKUMoro
dnakoHa

MukpoBuonormyeckas YucToTa

BpemAa yaepxvBaHWA  OCHOBHOMO MWKa Ha
XpomaTtorpamMmme UCNbITYEMOrc pacrtsopa AOSIKHO
COOTBETCTBOBATb BPEMEHW YAEPXWBAHWA NWKa
NyTUKa30Ha Ha XpomaTtorpamMme CTaHaapTHOro
pacTsopa hnyTuKasoHa NnponunoHaTa

B  Y®-cnektpax uCNbITyeMOro pacTeopa #
cTaHgapTHoro pacTteopa HabniogaeTca Makcumym
NOrMNOLLUEHVA NPWU OAHOW W TOW e ANWHE BOMHbI
(cbnyTrKasoHa nponuoHar)

BpemeHa yaepxvBaHus ABYX OCHOBHbLIX NMWKOB Ha
XpomaTtorpaMmme WCNLITYEMOro pacTeopa A0SIKHbI
COOTBETCTBOBaTb BPEMEHAM YAEPXWBAHWA ABYX
nukos romonoros 6eH3ankoHWA xnopuaa  Ha
XpomaTorpamme cTaHAapTHOro pacTeopa

Bpems  yaepxwBaHMA  OCHOBHOTO NWKa Ha
Xpomarorpamme WMCNbITYEMOro PacTBopa AOSHKHO
COOTBETCTBOBaTb BPEMEHW YAEPXMBAHWA NWKa
EeHWNITUNOBOro CNuMpTa Ha XxXpomaTorpamme
CcTaHAapTHOro pacteopa eHWNITUNOBOro cnupTa
50-7,0

92,5 - 105,0% oT 3asBNEHHOro KONU4YecTBa

He Bonee 0,5%
He bonee 0,5%
He 6onee 0,5%
He bonee 0,5%
He Bonee 0,5%
He Bonee 0,5%

He bonee 2,0%

0,016 — 0,022%
0,200 -0,275%

He Bonee 4yem 1 no3a BbIXoAUT 3a Npeaensl 75 —
125% v HWM 0Ha 033 He BbIXOAWT 3a npeaensl 65
- 135%

He meHee 65%
He Gonee 135%

85-115wmr
90 -110 mr

16,2 -176r

B cooTBeTcTEME C TpeboBaHUAMM

COOTBETCTBYET

COOTBETCTBYET

COOTBETCTBYET

coOoTBETCTBYET

6.3

100,2 %

<0,1 %
<0,1 %
<0,1 %
<0,1 %
<0,1 %
0,1 %

0.3%

0,021 %
0,252%

COOTBETCTBYET

98 %
104 %

101 mr
98 mr

16,1r

< 5 KOE/Mn

Tesa Yewckue Mpednpusmus c.p.o.
OCTPABCKA 29/305, 747 70 OlABA-KOMAPOB

HYewckaa Pecnybnauka

TE/IEQOH (OKK): +420 553 644 521
PAKC (OKK): +420 553 644 523



NoroTun Ceptudpukar aHanuza

Marepuan: 7215524020 Ne cepTudimkara: 40000034537
HaumeHoBanue: Hasapen, cnpeit HasanbHbIi Ao3upoBaHHbIi 50 Mkr/gosa, 120 goa
Cepus: 100012560 KonuuecrBo: 58440
[Hara npouaroacTea: 06.2019 Cpok rogHocTm: 05.2022
< 5 KOE/mn
OTCyTCTBYET/MN
OTCYTCTBYET/MN

HacToswmm noateepxaaio, 4to WH(OpMaLms, ykasaHHas Bbille, NOAAMHHA. faHHan cepusa
npoAaykTa Obina NpoTecTMpoBaHa B NOMIHOM COOTBETCTEAM ¢ TpeboBaHuamn GMP n
TpeboBaHWsiMU cneumdukaLmm CTpaHbl-umnopTtepa. PesynbTaTthl aHanunaa COOTBETCTBYIOT
3apErncTpupoBaHHon cneyndukaLmm.

Hara: 15.08.2019
MoareepxaeHo:  Wpxu Baspuk

YnonHomouyeHHoe nuuo

HaHHbIn gokyMeHT Bbin cosgaH B cucTeme ¢ 3N1EKTPOHHLIMW NOANUCAMM.

Digitally signed by Olga Parkhomenko
Nepesop sepen Olga e
ou=RU, 0u=-MOS, ou=USR, cn-Olga Parkhomenka,

mail=Olga Parkhoimenko@actavis.cu
Parkhomenko /- dadmisimeos

Teea Yewckue Mpednpusmus c.p.o.
OCTPABCKA 29/305, 747 70 OMNABA-KOMAPOB TEJIE®OH (OKK): +420 553 644 521
Yewckaa Pecnybnuka PAKC (OKK): +420 553 644 523



