NEKJAPALIMSI O COOTBETCTBHUHA

JIEKJIAPAHT, IPUHUMAIOLIHIA NEKJAPALIHIO O COOTBETCTBHH

000 "Tesa"

| Csedenun o pecucmpayuu opeanusayuu: Mescpationnas urcnexuyus PedepanbHol Hano2060U cayorcbot Ne 46 no
2 Mocxee 01.01.2008, OT'PH 1027739033024, dama npuceoenwi OI'PH 01.08.2002.

Adpec: 115054, 2. Mocxsa, ya. Banosan, 0. 35. Tenegpon: 8 (495) 644-22-34.

B nuye: lenepanviiozo dupexmopa Opux Powe

Jlogepennoe nuyo: Makcumosa JI.A., dosepennocms T-932 om 14, 04.2019

3ASIBJISIET, UTO

nexapemeerinoe cpedcmeo: Hoso-Ilaccum, mabnemxu, noKpeinsle nieHoynoli oboroyxou 10 wm., ynakoeku
auetixoavie koumypnvle (3), nauku kapmonnsie, PY Ne IT N014519/02 om 17.03.2008 (dama 3amenst PY
16.01.2017) gvioaro Tesa Papmayesmuueckue Ipednpusimus JImo., cepun 100013969, napmusa 40068
ynakosox, 200en 00 30.09.2022, npoussodcmea Tesa Hewickue IIpednpusmus c.p.o., Yewickaa Pecnybnuxa,
Ocmpascka 29, ¢.p.305, 74770 Onasa-Komapos, kod OKIIJJ2 21.20.10.239, koo TH B3/] 3004900002,
xonmpakm Ne 71 om 01.09.2016, unsoiic Ne 2520022216 om 31.10.2019

COOTBETCTBYET TPEGOBAHHUAM

I N014519/02-170308 (HO 42-10729-07 uam. Ne 1-7)

JEKJAPALIMSA ITPHHATA HA OCHOBAHHH

npomoxon ucnsimanuii Ne 11140 om 12.11.2019 ®@XJI 000 "T/] "Henema”, ammecmam akkpeoumayuu
RA.RU.21HP36, Cepmugpuxam POCC CZ.®dM15.C90463 om 12.11.2019

JIATA TIPUHSTHS IEKJTAPALUIH 13.11.2019
,I;E{cjfjﬁmpg JEACTBUTEJILHA JIO 30.09.2022

/ VIR AL

g «Temay 3 ) 2 Maxkcumona JLA.

 Toamidi] | nouncs -

/5

'

CBEJEHMS O PETUCTPAIIMUA

OPI'AH MO CEPTH®HUKAILIHH, 3APETMCTPHPOBABILHNA JEKJIAPALIAIO

POCC RU.0001.11dMI15 OPIAH 110 CEPTHOUKALIMH ITPOLYKLHH OBL[ECTBO C
OFPAHHYEHHOF OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJLS KAYECTBA',

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepkoga, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmugpuxayuu: 143581, Mockoscras obnacmp, Hempunckui paion, dep. Jlewikoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oyKx.pe.

JIEKJIAPALLHUSI O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RU JI-CZ.®M15.4.27816/19

JATA PEVUCTPAILMN /3.11.2019

M e (/ 77

74 3apsrroBekas HA.

opaar no TOJIIACH Pyxosomutens OC
cepmudnxarn




nororun - CepTuchmnkat Ha BbINYCK CEpUn

MaTtepuan: 7704620020

Ne cepTuchbukaTa: 40000037756

HanmeHoBaHue: HOBO-MACCWT, TabrneTkn, NokpbiTbie NNeHouHoW oBono4kown, 3x10
YcnoBUsA XpaHeHus: Cm. HO

Cepus: 100013969 KonuyecTBo: 40068
[aTta npou3BoAcTBa: 10.2019 CpoK roagHoCTH: 09.2022

CTpaHa npoucxoxaenus: Yewwckas Pecnybnuka

PerncTpaumoHHoe
yaocTOoBEpeH ue:

Ne cepum banka:
Mpouecc BanuaauUum cepuu:

MNMpouzsoanTenb:

Homep nuueH3nu:

YnakoBUMK:

Homep nuueH3nu:

MecTo npoBefeHUA aHanumsa:

Homep nuueH3uu:

BhbINYCcKaloWUi KOHTPONb
KavecTBa:

Homep nuueH3un:

1 Ne014518/02

2000013802
HeTt

Tesa Yewckue Mpeanpuatua c.p.o., OCTPABCKA 29/305, 747 70, ONABA-
KOMAPOB, Yewickaa Pecnybnuka

22975/2/INS/98 Ceprudhmkar GMP: SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewckue MNpeanpuatus c.p.o., OCTPABCKA 29/305, 747 70, OMNABA-
KOMAPOB, Yewickana Pecnybnuka

22975/2/INS/98 Ceptucpukat GMP: SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewuckve Mpeanpuatuna c.p.o., OCTPABCKA 29/305, 747 70, ONABA-
KOMAPOB, Yewckas Pecnybnuka

22975/2/INS/98 CepTtudpukar GMP: SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Tesa Yewckue Mpeanpustia c.p.o., OCTPABCKA 29/305, 747 70, OTABA-
KOMAPOB, Yewwckan Pecnybnuka

22975/2/INS/98 Ceptucpukat GMP: SUKLS238001/2016,

SUKLS424838/2018,
SUKLS293205/2018,
SUKLS132319/2019

Homep maTtepuana A®C:
Cepus A®C:

1045600 4235602
5000005099 5000005098 5000005496 5000005498 5000005499

HacToAWMM NOATEEPKAAID, YTO MHDOPMALMS, YkasaHHas Bellue, NoA/INHHA. [laHHas cepus npoAykTa 6bina
NpoW3BEAEHa, BKNIOHYas yNakoBKy/MapkupoBKy W KOHTPOMb Ka4ecTsa, B NONHOM COOTBETCTBAN C TpeBoeaHnsmum GMP
1 TpeBoBaHMAMM CeLMbuKkaLnmn CTpaHbI-MMNopTepa. 3an1cy 0 NPOM3BOACTBE, YNAKOBKE v aHanM3e cepuin

HaxoaAaTcs B cooTeeTcTBUM ¢ GMP.

Nara:25.10.2019

OpobpeHo:  7AH Benrnapsu

YNonHoMoYeHHoe Lo

[laHHbLIA AOKYMEHT Bbi CO3/1aH B CUCTEME C 3NEKTPOHHBIMU NOANUCAMM.

Tesa Yewckue Mpednpuamus c.p.o.
OCTPABCKA 29/305, 747 70 OlNABA-KOMAPOB

Yewckasa Pecnybauka

TE/IE®OH (OKK): +420 553 644 521
®AKC (OKK): +420 553 644 523



NoroTun CepTucpukart aHanumaa

Marepuan: 7704620020 Ne ceptuchukara: 40000037756
HaumeHnoBaHue: HOBO-IMNMACCWT, TabneTkun, nokpeITele nneHovyHoW oBonoykoi, 3x10
Cepus: 100013969 KonuuecTBo: 40068

HNata npousBoacTea: 10.2019 CpoOK rooHoOCTH: 09.2022
MapameTtpsl Cneuyudpukauymsn Pe3ynbTathl
Onwncaxue TabneTkn oBanbHOW POPMbI, COOTBETCTBYET

[BOSIKOBbINYKbIE, NOKPbITbIE 060N04KON
BneaHo-3enNeHoOro UBeTa, ¢ pasaenstoLlen
pUCKOR
MoannHHoCTbL
- ®nasoHomabl (TCX) OTpenbHble 30HbI HA XpomaTtorpamme COOTBETCTBYET
MCNbITYEMOro pacTeopa AOMKHbI
COOTBETCTBOBATL MO NOMNOXEHUIO, 3HAYEHUIO
R: 1 MHTEHCUBHOCTW OKPacKy 30HaM Ha
XpomaTtorpamme CTaHAapTHOro pacTeopa
Hoeo-llaccuTa akcTpakTa cyxoro.
- NeaitcbeHesnH (BIXKX) Bpemsa yaep)KueaHus OCHOBHOMO NMKa Ha COOTBETCTBYET
XpomaTtorpamme WCnbITYyeMoro pactsopa
OOMKHO COOTBETCTBOBATL BPEMEHU
YAEpXUBaHUA OCHOBHOrO NUKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa

reanceHesvHa
OpHopoAgHOCTE Maccel 783 — 865 mr 826 mr
- He meHee 18 u3 20 TabneTok +5% COOTBETCTBYET
- He Bonee 2 13 20 TabneTok +10% COOTBETCTBYET
PacnapaemocTb He Bonee 30 MWH. 18 MUH,
KonvyecteeHHoe onpeaeneHue
- cymma ¢hnasoHoOWA0B B 7.0-8,7 mr/Tabn 7.5 mr/Tabn
nepecyeTe Ha XJIOPOreHoBYIo
KMCROTY
- reancheHesnH 180 — 220 mr/Tabn 205 mr/Tabn
Mukpobuonormyeckas 4nctota
- A) O6uwee yncno aspobHbIx He Bonee 10° KOE/r meHee 50 KOE/r
MUWKPOOPraHn3moB
- B) O6wwee uncno apoxkeBbiXx 1 He Bonee 10% KOE/r meHee 5 KOE/r
nnecHesbix rpuéos
- C) MNpamoTpuuartenbHbix He Gonee 10° KOE/r 0 KOE/r
BakTepui yCTONYMBBIX K KEN4u
- D) Salmonella otcyterayet/10 r otcytcTByeT/10 T
- E) Escherichia coli oTCYTCTBYET/T oTeyTeTByeT/r
- F) Staphylococcus aureus oTcyTcTBYEeT/r OTCYTCTBYET/T

HacTosiwvm NoATBERXKARI0, YTO UHbopMaUus, ykasaHHas Bbllle, NognuHHa. [laHHas cepwa npoaykra
Hbina NpoTecTUpoBaHa B NOSTHOM COOTBETCTBUM C Tpebosanuamn GMP u TpebosaHmamu cnelundukalm
CTpaHbl-umnopTepa. Pe3ynbTaTel aHanusa COOTBETCTBYIOT 3aperncTpUpoBaHHON cneundukaluv.

Lara:25.10.2019

MoarBepxaeHo: A BeHrnapan
YNoNHOMOYEHHOoE NULLo
MNepesoa BepeH bl Carty; -l
O I g a P a r kh o m e n ko ou=M0S, ou=USR, cn=0lga Parkhomenko,

email=0lga.Parkhomenko@actavis.com
Date: 2019.11.05 14:06:26 ~03'00"

[laHHbIN AOKYMEHT BbiN CO34aH B CUCTEME C INIEKTPOHHBIMU NOANUCAMM.

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



