JEKJAPALIMSI O COOTBETCTBUHA

AEKJIAPAHT, MPMHUMAIOLHUH JEKJIAPALIMIO O COOTBETCTBUH

000 "Tesa"

Ceedenua o pecucmpayuu opeamsayuu: Mexcpationnas uncnexyus Pedeparbhotl Hanozo6oi cayoctvr Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

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

B nuye: lenepanvhozo oupexmopa Dpux Powe

Hosepennoe nuyo: Maxcumosa JTA., dosepentocme T-932 om 14.04.2019

3ASABJUIET, UTO

nekapemeennoe cpedemso. Llepykan, pacmeop 01 6HymMpUGEHHO20 U 6HYMPUMBIIUEYHO20 86edenus 5 M2/ma 2
ma, amnynet (10), ynakosku kowmyprele nracmuxossle (nodoonst) (1), navku kapmonneie, PY Ne If N012812/02
om 25.11.2009 (6ama samenwt PY 15.08.2016) ewidano Tesa Papmayesmuyeckue Ipednpuamusn JImo, cepus
V21139, napmus 20616 ynaxoeox, 20den do 01.09.2024, npoussoocmea Mepxne Im6.X, I epvmanua, Jliodeue-
Meprne-Llimpacce 3, 89143 Baayboiipen, kod OKIT/2 21.20.10.113, koo TH B3] 3004900002, KoHmpaxnm Ne
71 om 01.09.2016, ungoiic Ne 2520022532 om 08.11.2019

COOTBETCTBYET TPEBOBAHUAM
IINOI12812/02-251109 uzm. Ao 1-7

AEKJIAPALIUSA ITPHHSITA HA OCHOBAHUH
npomoron ucnvimanui Ne 13580 om 26.11.2019 @XJI 000 "TH "eaoma", ammecmam axkpedumayuu
RA.RU.21HP36, Cepmugpuxam POCC DE.@M15.C92103 om 27.11.2019

JIATA IPUHSITHS JEKJIAPALLAH 27.11.2019
ﬂEg;Afﬁ&l_ﬁm JEACTBUTEJIBHA JIO 01.09.2024
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Maxkcumona JILA.
MOATIHCh D.H1.0O

7" CBEJEHMS O PETUCTPALIAN

OPI'AH MO CEPTUO®HUKALIHH, 3APETMCTPHPOBABILIHANA JEKJIAPALIUIO

POCC RU.0001.11MI5 OPIAH 110 CEPTHOHKALIHH [TPOLYKLIHH OFLJECTBO C
OrPAHHUYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECTBA",

adpec opaanusayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. 1, kam. 1., adpec opeana no
cepmugpuxayuu: 143581, Mockosckas obnacme, Hempunckuil paiion, dep. Jlewkoeo, 0. 248, emp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oyxk.pe.

HAEKJAPALLIUA O COOTBETCTBHH 3APETMCTPHPOBAHA A POCC RU J]-DE. ®M15.4.29607/19
HATA PETHCTPALNH 27.11.2019

MIT. | ( / ‘_f/

V.4 A 3apermoBckas H.A.

TOATHC Pyxosommrens OC

opeant o
“cepmuduraruu




Mepkne T'mbX

TeBa AXKeHEPUKC CUCTEM

ratiopmﬂarrﬁ_

CepTudmkart Ha BbINYCK Cepun

CrpaHa:

MpoaykT:

Cepuna:

INekapcTBerHasn dopma:
AKTUBHOE BELUECTBO:
YCnoBus XpaHeHs:
PernctpaynoHHbLIA HoMep
BbInyLUeHHOE KONUYeCcTBo:!

JInueHans Ne:

CepTtucukatr GMP:

[ata npoussoacTea:
CpOK rogHOCTH:

Pasmep ynakosku:
Pasmep cepuu:

Poceua

Llepykan pacTeop Ansi BHYyTPMBEHHOIO U BHYTPUMBbILWEYHOTO
BBeaeHua 5 mr/imn, 2 mn Ne 10

V21139

pacTBOpP ANA BHYTPUBEHHOMO U BHYTPUMbILLEYHOTO BBEASHNA
MeToknonpamvaa raapoxnopua

XpaHuTb Npu Temneparype He Bbile +25°C

M N012812/02

20 616
DE_BW_01_MIA_2017_0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (bnay6oipeH)
DE_BW_01_GMP_2018_0069 (bnaybonpeH-Bennep)
DE_BW_01_GMP_2019_0052 (Ynbm)

09.2019

09.2024

10
206 160

Ynakoeka:

Ha4ano ynakoBku:
OKkoH4YaHWe ynaKkoBKu:
Homepa ynakoBo4Horo
maTtepuana

MNpoussogutens banka:

YnakoBaHo:

MecTo npoBeaeHUA aHanunia:

MponasoaunTens cybecTanuymm:

Beinyckatowuini KOHTPOMNb:

10 amnyn pacTBopal AMnyna
27.09.2019

27.09.2019

Cm. ynakoBku

MEPKJE TMBEX

MOABUI MEPKIE WUTPACCE 3
89143-BNAYBEOWPEH
epmaHna

MEPKNE TMBX

MoABWI MEPKINE WTPACCE 3
89143-BNAYEOWPEH
[epmaHus

MEPKNE T'MBX
PA®-APKO-LWUTPACCE 3
89079-YIIbM

epmaHus

Aixpom WT KoHkopesao, Utanusa, Bua penne Aptu 33 20 863-
Konkope33o MoH3a w BpuaHaa

MEPKINE M'MBX

nroaBUr MEPKNE WTPAGCE 3
89143-ENAYEOWPEH
FepmanHusa

Hukaknx 3HaYnTeNbHbIX UK KPUTUHECKMX OTKNOHEHWI, KOTOPbLIE MOTYT NOBNWATL Ha BbINYCK CEPUK, HE

3aperucTpypoBaHo.

HacTosLWMM NoATBEPXAal0, YTO yKaszaHHas Bbille WHthopMauus BepHa. [laHHas cepuwsa npoaykTa Okina
npov3seaeHa, BKIIOHan YNaKoBKy W KOHTPOSb Ka4ecTBa B NONHOM COOTBETCTBMM ¢ Tpebosarnamu GMP 1
cnewmcukaLmu. 3anUck © NPOM3BOACTEE, YNakOBKE W aHanuae 1aHHo! Cepuu COOTBETCTBYIOT

TpeboBaHuam GMP.

[laHHana cepus AonyLieHa Ans peanusauuu,

24.10.2019

Modnucek
YNonHOMoOYeHHOE NULO

Ctpanmua lmz l
V21139/264012



ratiopharm

CepTudpukar aHanusa
Poccus ,EléTa NpPOn3BOACTBA:! 09;2019 |

Cepus: V21139

Cpok rogHocTH 09.2024

Homep aHanuza: 201904036374

Llepykan pacteop anf BHyTPUBEHHOro M BHYTPUMbIWEYHOro BBeAeHUs
5 mr/imn

UcnbiTaHusa Hopma PesynbTar

®UIMKO-XMMUYECKME NOKasaTenu:

OnuncaHue Mpo3pa4yHbli BecuBETHbIN COOTBETCTBYET
pacTeop

Bugumbie yacTuibl OTcyTeTBYIOT COOTBETCTBYET

HeBungnumele 4acTuubl

210 mkm / amnyna He Bonee 6000 vacTuy 0 vactuy
= 25 MKkm / amnyna He Bonee 600 yacTuy 0 yacTuy
3HaueHwue pH 45-6,5 6,0
N3Bnekaembli obbem He meHee 2,0 mn 2 mMn
LiseTHOCTb He NpeBblwaeT aTanoH Bg cooTBETCTBYET
Mpo3spayHocTb 1 He NpeBbiWaeT 3TanoH | COOTBETCTBYET
onanecueHTHOCTb
MoaNUHHOCTL:
MeToknonpamuaa ruapoxnopu

MR HER PyYA NOMXHO COOTBETCTBOBATDL COOTBETCTBYET
(BIXKX)
HaTpui (okpalumBaHue nnameHn) [OMMKHO COOTBETCTBOBATL COOTBETCTBYET
KnopuaL! (KaHeCTHEHHeS ONXHO COOTBETCTBOBAaTb COOTBETCTBYET
peakuus) A y
CynbthuThl (KadecTBeHHasn
peakums) NOIMKHO COOTBETCTBOBATL COOTBETCTBYET

MocTtopoHHue npumeck (BIXX)

N,N-AnaTunaTuneHanammi £0,5% <0,05 %
4-amuHo-5-xn10op-2- 5 5
meTokcnBeH3oWHaa knenoTa SRSk =0,05'%
EavHuuHon

HenaeHTUULMPOBaHHON £0,5% <0,05 %
npumecu

Cymma HvEM,ELE.‘HTVICbMLMpOBaHHbIX <05 % <005 %
npumecen

Cymma Bcex npumecen <1.0% <0.05 %

KonunuecteeHHoe onpegenexue / 1 mn pacTteopa:

MeToknonpamua (B3XX) 4,24 —4 68 mr 4,47 mr
B NpoLeHTax 95,0-105,0% oT 3asBNEHHOro 100 %
konuyecTea
Hatpus cynbcut (YO- He Gonee 0,1313 Mr 0,0957 mr
cnekTpooTOMETpUA) (£ 105,0 % oT 3asBneHHoro
Konu4yecTaa)

Mepkne 'MBX 24.10.2019 lModnuce



ratiopharm

CepTuchukar aHanusa
Poccus [aTa hponsao,u.cma: 09.2019 I

Cepusi: V21139

Cpok rogHocTu 09.2024

Homep ananunsa: 201904036374

LlepyKan pacTBOp AN BHYTPUBEHHOIO U BHYTPUMbILWLEYHOro BBeAeHUA
5 mr/mn

CTepMJ’IbHGCTb nonxex bbiTb CTepunbHbIM COOTBETCTBYET

BakrepuancHslie
SHAOTOKCUHbI He Gonee 12,50 E3/mn menee 5,00 E3/mn
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HaHHas cepusa cooTBeTCcTBYET TpeboBaHMAM cneyndukaymm

Mepkne M'm6X 24.10.2019 lModnuck



