JEKJAPAITASI O COOTBETCTBUM

HEKJIAPAHT, TIPHHUMAIOIIHI JEKJIAPAIIMIO O COOTBETCTBUH

000 "Tesa"

Ceedenus o peaucmpayuu opeanusayuu: Mesxcpaiionnan uncnexyun edeparsnoii Har02060t cnyaichur Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739033024, dama npuceoernus OI'PH 01.08.2002.

Adpec: 115054, 2. Mockea, yn. Banosas, 9. 35. Teneqpon: 8 (495) 644-22-34.

B nuye: I'enepanviozo dupexmopa Spux Powe

Hosepennoe nuyo: Maxcumosa J1.A4., dosepenrnocms T-932 om 14.04.2019 -

3ASIBJBIET, YUTO

Nexapcmeenroe cpedcmeo. Punoropm-Teea cnpeti nasanshbiii dosuposannsiti 0,1% 20 ma, naxonst (1), nauxu
kapmonnete, PY Ne IT1 N014799/01 om 13.04.2009 (0ama samenvt PY 19.05.2017) svidano Tesa
Papmayesmuyeckue lpednpusmus JImd., cepus V09463, napmus 143639 ynaxosok, 200en do 01.04.2021,
npouseodcmea Mepkne ImbX, l'epmanus, Ipag-Apxo-Ilmpacce 3, 89079 Yiem / Meprne IMm6X, I epmanun,
Jhoosue-Mepkne-Ilimpacce 3, 89143 Enay6oiipen, koo OKITA2 21.20.10.251, koo TH B3] 3004900002,
koumpakm Ne 71 om 01.09.2016, unsoiic Ne 2520017230 om 05.06.2019

COOTBETCTBYET TPEBOBAHUAM

ITN0O14799/01-271016 wuzm. Ne |

JEKJIAPAIIMS ITIPHHSITA HA OCHOBAHU U

npomokon ucneimanui Ne 34569 om 28.06.2019 Jlabopamopnoui yenmp Q00 "LKK OHL", ammecmam
axkpedumayuu POCC RU.0001.21PK?75, Cepmucpuxam POCC DE.®MI5.C81043 om 28.06.2019

JATA IIPUHATHUA TEKJIAPAITHU 01.07.2019

W’M i Makcimosa JLA.

TOAITHCh ¢.H1.0
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&’ CBEJEHHS O PETUCTPALIAN

OPT'AH 110 CEPTH®HWKAILIHH, 3APETHCTPUPOBABLIHHI JTEKJIAPALIUIO

POCC RU.0001.11®PM15 OPI4AH 110 CEPTH®HKALIMH ITPOTYKIJHH OBLECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LJEHTP KOHTPOJIS KAYECTRA"

adpec opeanusayuu: 115280, . Mocksa, yn. Macmepkosa, 0. 4, sm. 5, nom. I, kam. 1., adpec opzana no
cepmugpurayuu. 143581, Mockosckas obaacme, Hempunckuii pation, dep. Jlewkoso, 0. 248, cmp. I, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oyxk.pe.

O TBETCTBHUM 3SAPETHCTPHPOBAHA M POCC RU JI-DE. @M15.A.18231/19
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3apbiToBekas H.A.
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Mepkne T'mbX

TeBa pKeHepUKC cucTem

ratiopharm

CepTudukaT Ha BbINyck cepum

Ctpana:
MpogykT:

Cepus:

NekapcTBeHHas dopma:
AKTUBHOE BeLLecTBO:
YenoBusa xpaHeHus:

Nnuersuna Ne:

Ceptudukat GMP:

[ata npoussoacTea
Cpok rogHocTy:

Paamep ynakosku:

Poccus

PuHoHOpM-TeBa cnpeil HasanbHbIA 4O3UPOBAHHBIN
0,1%

V09463

HasankHbiit cnpei

KcunomeTasonuHa rugpoxnopus

XpaHuTb Npu TemnepaType He Bbile +25°C
DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (Bnay6oiipeH)
DE_BW_01_GMP_2018_0069 (bnayGoiipeH-Beiinep)
DE_BW_01_GMP_2016_0099 (Ynbm)

04.2019

04.2021

20 mn

YnakoBka:
Hauano ynakosku:
OkoHuyaHwne ynakoBku:

MpounasoauTens banka:

YnakoBaHo:

Bbinyckarowuii KOHTponb:

20 mn HasanbHoro asposons/cnpes
25.04.2019
26.04.2019

MEPKINE r'MBX
PA®-APKO LUTPACCE 3
89079-YIbM

MepmaHun

MEPKIE TMBX
MPA®-APKO WUTPACCE 3
89079-YNNbM

lepmaHnua

MEPKNE T'MBX

NKABUI MEPKIIE WTPACCE 3
89143-BJIAYEOWPEH
lepmanun

HWKaKnx 3Ha4nTENbHBIX MK KPUTUMECKUX OTKNOHEHUIA, KOTOPbIE MOTYT MOBNUSTL Ha
BbIMYCK CEPUM, HE 3aPErucTPUPOBaHO.

HacToswmm NoATBEPXAAl0, YTO YKasaHHas Bbile MHOPMaLMs BepHa. [aHHas cepusa
npoAykTa Gbina nponsseaeHa, BKOYAs YNakoBKY U KOHTPOSb Ka4yecTBa B NOMHOM
cooTBeTcTBUM C TpebosaHnamu GMP u cneumdukaumn. 3anucn o NnpoussoacTee,
ynakoBke 1 aHanuse faHHOW cepun cCooTBETCTBYIOT TpebosaHmam GMP.

[HaHHasn cepusa fonylleHa ans peanvsauum.

31.05.2019

Modnuck
YNoNHOMOYEeHHOE NULo

Crpanuua 1msl
V09463/290953



ratiopharm

Poccus [arta npoussoacTea:  04.2019
Cepus: V09463
Cpok rogHocTH 04.2021
Homep ananwsa: 201904016228

PuHoOHOpM-TeBa cnpeit HaszanbHbIA Ao3npoBaHHbIn 0,1%

WcnbiTanua Hopma PesynbTar
P uU3nKo-XMMHUYECKHEe
nokasarvenu:
Onwucanne MpospayHbihi  noytn  BecuBeTHbIN COOTBETCTBYET
pacTtBeop.
3Havehue pH pH55-6,0 pH 5,8
MnoTHocTb 1,004 — 1,006 r/mn 1,005 r/mn
CpepHee konuyecTBo 03 He meHee 100 154
CpegHuit 06bem fo3bl 0,14 mMnt25% 0,14 mn
MoanuHHOCTL:
REEMSTRIDONE OMXHO COOTBETCTBOBATb COOTBETCTBYET
ruapoxnopug (B3XX) A ye
KcunomeTasonvHa
rngpoxnopug (Y- AOMKHO COOTBETCTBOBATL COOTBETCTBYET
cnekTpodoTOMETPUSA)
BeHaankoHua xnopug
(BXKX) AOMKHO COOTBETCTBOBATH COOTBETCTBYET
MocTtopoHHUe npumecu
npumecs A <£05% <0,10 %
EavHuyHoM
HenaeHTUULUPOBAHHON <02% <0,10 %
npumecu
Cymma
HEWOEHTUMDULNPOBAHHbIX £1,0% <0,10 %
npumecen
Konu4yectBeHHoe
onpepenexlune /1 mn
pacTBopa:
0,
KcunomeTtasonuHa (162%192 /°° 1,05 wr) 1,006 mr
rnapoxnopug (B3XKX) =R %
BeHaankoHus xnopug 80,0 - 105,0 % 97 8 %
(BOXX) (OT 3aABNEHHOro KONMYECTBa) e
Mukpobuonorus:
OBuyee 4ncno aspobHLIX He Bonee 102 KOE/r 0
DakTepuit n rpubos
OHTepobakTepunin n gpyrux
rpamoTpuLarenbHbixX He Gonee 10" KOE/r 0
Bakrepun
S.aureus oTCyTCTBYET/I COOTBETCTBYET
P.aeruginosa oTcyTCTBYET/I CooTBeTCTBYET
[aHHas cepus cooTBeTCcTBYeT TpeboBaHuAM cneyudukaumum
Mepkne 'M6X  Olga e 31.05.2019 Modnuck

Parkhomenko =



CUCTEMA CEPTU®OUKAIIUU I'OCT P
OEJEPAJILHOE ATEHTCTBO 110 TEXHHYECKOMY PETYIUPOBAHUIO 1 METPOIOTHH

vage CEPTUOUKAT COOTBETCTBUS

Ne pocc DE.oM15.C81043

O, S
Prupuxa? Cpok AefiCTBHSL C 28.06.2019 HO e

Ne 0520404

OPT'AH ITO CEPTUGHUKALIMU

POCC RU.0001.11®MI15 OPIAH 110 CEPTH®HKALIHH ITPOTYKLHH OBLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPY)KHOH LJEHTP KOHTPOJIA KAYECTBA", adpec opeanuzayuu: 115280, 2. Mocksa,
1. Macmepkosa, 0 4, am. 5, nom. I, kom. 1., adpec opzana no cepmupuxayuu: 143581, Mockoeckas o6n.,
Hempunckui paiion, dep. Jlewkoso, 0. 248, cmp. 1, men.: (495)640-96-69, (495)787-92-78

TMNMPOAYKILIUA

Mexapcmeennoe cpedcmeo: Punonopm-Tesa, cnpei nazanersiii 0nzupoganneiii 0,1% 20 smn, gpraxons e 5 OK 034-2014

(1), nayku kapmotinve, :
PY Ne [T NO14799/01 om 13.04.2009 (dama 3amenw PV 19.05,2017) sstdano Tesa | gl']cgﬁc[: g 2_281) (QRII2);

Papmayeemuyeckue llpeorpuamus Jimo.,
cepus V09463, napmus: 143639 ynakoeok, zoden 0o 01,04.2021,
xowmpaxm Ne 71 om 01.09.2016, uneoiic Ne 2520017230 om 05.06.2019

COOTBETCTBYET TPEBOBAHUSIM HOPMATUBHbIX AOKYMEHTOB
11 NO14799/01-271016 uzm. Ne I Koa TH BOA
3004900002

H3TOTOBUTEAD
Mepkne I'm6X, Ipagh-Apko-Llimpacce 3, 89079 Yavm, lepmanusn / Mepxne I'méX, Jiodsuz-Mepine-Llimpacce 3, 89143
Lraybotipen, lNepmanus

CEPTHO®UKAT BBIAAH
000 "Tesa", HHH: 7707282440, adpec. 115054, 2. Mockaa, yn. Banosas, 9. 35. Teneghon: 8 (495) 644-22-34.

HA OCHOBAHHWH
cepmugbuxam ananuza npouzgodumens om 31.05.2019, npomoxon ucneimaruti Ne 34569 om 28.06.2019 JlaGopamopusiil

yenmp OO0 "LUKK OHL", ammecmam axkpedumayuu POCC RU.0001.21PK75

AOTIOAHUTEABHAA HHOOPMALTHM A

Cxema cgpiny

1,
7 3aprrtosekas H.A.

] noanuce P i AnrLmany, GaMuans
; 5 /A/’ ®urumonenkosa E.B.
JKcnepT %” B
Tiginuce VHULIMENL!, QaMUINa

AD QMU0 Motess, 2019, B messnans b 05-04-00,003 @G FD. ren (495 770 4742 waw asttn 1y




