NEKJAPAIIVSA O COOTBETCTBUHA

JTEKJIAPAHT, ITPHHUMAFOLUM A JTEKJTAPALIMIO O COOTBETCTBUH

000 "Tesa"

Ceedenus o pezucmpayuu opearisaruu: Mexcpationnan uncnexyus Pedepanson Haro2o060i cyorchvl Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739033024, dama npucsoenus OI'PH 01.08.2002.

Aopec: 115054, &. Mockea, yn. Banosas, 0. 35. Tenegon: 8 (495) 644-22-34.

B nuye: I'enepansrozo dupekmopa Spux Powe

Hosepennoe nuyo: Maxcumosa J1.A., dosepennocme T-932 om 14.04.2019

3ASIBUISIET, UTO

nexapcmeenHoe cpedcmgo. Ambpobene, mabnemku 30 m2 10 wim., 6nucmep (2), nauku KaPMOHHbIE, PY Ne IT
NO14731/01 om 15.01.2009 (dama 3amenst PY 09.03.2017) svioano Tesa Papmayesmuyeckue Ipednpunmus
JImo., cepus V219154, napmus 48590 ynaxosox, 200en 0o 01.09.2024, npouseoocmea Mepkne 1) mbX,
Tepmanus, Jhoosue-Mepxne-Limpacce 3, 89143 Baayboiipen, koo OKITJ2 21.20.10.255, xod TH BOJ]
3004900002, xoumpaxm Ne 71 om 01.09.2016, unsoiic Ne 2520022388 om (05.11.2019

COOTBETCTBYET TPEGOBAHUAM

TINQI4731/01-020710 uzm. Ne 1-4

JEKJTAPALIUS NIPUHATA HA OCHOBAHHMH

npomoxon ucnsimanuti Ne 13443 om 26.11.2019 PXTT 000 "TH "Henvma”, ammecmam akkpedumayuu
RA.RU.21HP36, Cepmugpuxam POCC DE.®@M15.C92023 om 26.11.2019

JIATA TIPUHSATHS JEKJTAPALH 27.11.2019
] S ABICTBUTEBHA 10 01.09.2024
N

 NIVIRAR gy SO
e

N i
e Maxkcumosa JLA.

TMOIITHCh O.H.0

-~ CBEJEHMS O PETACTPAIIAN

OPT'AH ITO CEPTH®HKAILHH, 3APETMCTPHPOBABILIWNA JEKJIAPALIMIO

POCC RU.0001.11®MI15 OPTAH ITO CEPTUDHKALIMH ITPOIYKLUHH OFLIECTBO C
OIPAHMYEHHOH OTBETCTBEHHOCTRIO "OKPYKHOM [[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockaa, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mockosckas obnacmy, Hempunckuil paiion, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 geb-caiim: oyxkk.pe.

NEKJAPALIMS O COOTBETCTBHUH 3APETACTPHPOBAHA N POCC RU /I-DE. ®M15.4.29473/19
I{ATA,‘P-EWC’ TPALIMU 27.11.2019
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“Mepkne TmbX

Tesa AXEHEPUKC CUCTEM

ratiopharm

CepTudumkat Ha BbINYCK cepumn

CrpaHa:

MpoaykT:

Cepwus:

JlekapcTBeHHan opmMa:
AKTWBHOE BELLIECTBO!
Ycnosus xpaHeHus:
Homep pervcTpaynoHHoro
YAOCTOBEPEHUS!
BeinyweHHoe konu4ecTeo

" NuueHaus Ne:
CepTudmkar GMP:

[aTta npounseoacTea:
CpoK rogHocTu:
Ynakoeka:

Pasmep cepuu

Poccus

AmBpobeHe Tabnetku 30 mr

V21915A

Tabnetku

AmBpokcona rugpoxnopua

XpaHuTb Npu Temnepartype He Bbilwe +25 C°
M N014731/01

48590

DE_BW_01_MIA_2017_0024/DE_BW_01_Mepkne
DE_BW_01_GMP_2017_1060 (Bnay6oipeH)
DE_BW_01_GMP_2018_0069 (BnayboiipeH-Beinep)
DE_BW_01_GMP_2019_0052 (Ynem)

09.2019

09.2024

20

3304 400

YnakoBka:

Howmep cepun:

Havano ynakoeku:
OKOHYaHue ynakoBKu:
Homepa ynakoBo4HOro
mMaTtepuana
MpoussoguTens banka:

YnakoeaHo:

MecTo nposeaeHus
aHanuaa:

MpounseoguTens
cybecTaHyuu:

BbinycKkaroLwmnii KOHTPONb:

HuKaknx 3Ha4YuTENbHbLIX UM KPUTUYECKUX OTKITOHEHWUW, KOTOPLIE MOrYT NOBMUATL Ha BbIMYCK

20 TabneTok/6nucrep

V21915A
28.10.2019
29.10.2019
CM. ynakoBkm

MEPKNE TMBX

noaBUr MEPKNE WWTPACCE 3
89143-BIAYBEOWNPEH

[epmaHmns

MEPKNE rMBX
rPA®-APKO-LLWTPACCE 3
89079-YNNbM

epmaHus

MEPKJE TMBX
rPA®-APKO-LUTPACCE 3
89079-YI1bM

FepmaHua

Oppurueppa CMNA UT-Cosepe, Bua Banne [lenne ®@oHTaHe 2,
24060-Cosepe (br), Ntanus
MEPKIE T'MBX

NKABUI MEPKINE WTPACCE 3
89143-BNIAYBOWPEH

[epmaHua

CEpuUn, He 3aperncTpupoBaKo.
HacToswmm NoATBEPXKAAD, YTO YKasaHHas Bbille UHopMauuns BepHa, [laHHasa cepus
_ npoaykTa 6bina npousseneHa, BKNYas ynakoBKy U KOHTPOMb Ka4ecTsa B NOMHOM

cooTBeTcTBUU ¢ TpeGoBaHuaMn GMP v cneundukaummn. 3anucu o Npon3BOACTBE, yNakoBKe v

aHanuse AaHHoW cepuy cooTBeTCTBYIOT TpebosaHnam GMP.
[aHHas cepus gonyuweHa Ang peanusauuu.

15.11.2019

[lodnuck
YnonHoMo4YeHHoe Nnuuo



Mony4aTens: Poccus

ratiopharm

[ata npom.asuo.r;chaa: 09.2019
Cepus: V21915A
Cpok rogHocTu 09.2024
Homep aHanusa: 20190403880

AmOpobeHe TabneTku 30 mMr

UcnbiTanus Hopma PesynbTtar
OnucaHue Kpyrnele pgosikoBbinyknele Tabnetku COOTBETCTBYET
Benoro uBeta, C pasgenuMTensHon
PWUCKOW Ha ofHOW cTopoHe, Apyras
CTOpPOHa rnagkas
CpegHas macca 2400 Mr+5 % 240,1 mr
(100%)
OpaHopogHocTb No Macce OOMKHO COOTBETCTBOBATL COOTBETCTBYET
He
PacnapaemocTb He 6onee 15 muH
npoBoAMnacs
MognuWHHOCTL:
AmBpokcona rugpoxn Bpem COOTBETCTB
pOKC rugpoxnopua pPEMA yAepXuBaHWA COOTBETCTBYET cooTBeTCTEYET
(BOXX) CTaHnapTy
Ambpokcona rugpoxnopug (Y-
Com) CnekTp cooTBETCTBYET CTAHAAPTY cooTBeTCcTBYeT
Xnopuabl (kayectTeeHHas .
Benbiit ocagok COOTBETCTBYET
peakuus)
MNMocTopoHHMe npumecu (BIXX):
Lunc-amBpokcona ruapoxnopus <02 % <0.10 %
(npumeck D)
XWHasonuHa rugpoxnopua, <02 % <010 %
(npumeck B)
AuruppoxuHasonuHa rugpoxnopng <02 % <0,10 %
EanHuyHas
o <02 % <0,10 %
HenaeHTUdUUMpoBaHHas NpUMech
MMa HeEMOEHTUDULMPOBAHHbIX
CYMMA HEUACHTUDULUPOBAHH <0,5% <0,10 %
npumecen
CopepxaHue [ kancyna:
AM n oxn - 30,0 mr £ 5%
Bpokcona rugpoxnopug (Y (] 2968 Mr
CoM) (28,5-31,5mr)
[OMXHO COOTBETCTBOBAThL CooteeTcTByYET

OaHOpPOAHOCTL 403UPOBAHUSA

Mepkne Tm6X

Eep. ®apm. 2.9.40

Modnuce




ratiopmh'arm

Mony4atens: Poccus [Nata npowssoactea:  09.2019

Cepwus: V21915A
Cpok rogHocTm 09.2024
Homep aHanwuaa: 20190403880
AM6po6eHe TabneTtku 30 Mr
UcnbiTaHusa Hopma PesynbTar
<15 % AV

PacTtBopeHue:

He meHee 80 % (Q)
vepes 30 MUH 91 %

Esp.®apm. 2.9.3.

OOMNXKHO COOTBETCTBOBATL

MHKpOSMOﬂOI’H'-IECKaH 4YyucrtoTa COOTBETCTBYET

Eep. ®apwm., kateropus 3A
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Mepkne Tm6X Modnuce



MonyuwaTtens: Poccus

ratiopharm

ST R

[Jata npoussogctea:  09.2019

Cepus: V21915A
Cpok rogHocTH 09.2024
Homep aHanuza: 20190403880
AMGpob6eHe TabneTku 30 Mr
UcnbiTaHus Hopwma PesynbTaTt

MpoayKT cooTBeTcTByeT TpeboBaHuam cneundurKaumm

Mepkne TmbX

[Modnuck



