Mepkne Tm6X

TeBa AXEeHEPUKC Cnctem

ratiopharm

CepTtudumkaTt Ha BbINYCK cepumn

CrtpaHa:

Mpoaykr:

Cepus:

JlekapcTBeHHas dopma:
AKTMBHOE BeLLEeCTBO:
YCcnoBusi XpaHEeHUS:
Homep PY

JInueHsms Ne:
Ceptudukatr GMP:

[ata npousBogcTaa:

Cpok rogHocTH:

KonnyecTBo B ynakoBke:

Poccusa

OonobeHe

V11651

Fenb ANSA HapyXHOro NpMMeHeHus
HekcnaHTeHon/OumeTtuncynsdokena/ MenapuH HaTpua
XpaHuTb Npu Temnepatype He Bbilwe +25 C°

M N 013758/01

DE_BW_01_MIA 2017 _0024/DE_BW_01_Merckle
DE_BW_01_GMP_2017_1060 (bnaybonpeH)
DE_BW_01 GMP_2018_ 0069 (bnayborpeH-Bennep)
DE_BW_01_GMP_2016_0099 (Ynbm)

05.2019

05.2022

aOr

YnakoBkKa:

Mponssogutens Ganka:

YnakoBaHo:

BbinyckaroLmin KOHTPOnb:

90 r rens Ansi HApY)XHOTO NPUMEHeHUs/antoMMH1eBas Tyba

MEPKINE MMBX
MPA®-APKO-WITPACCE 3
89079-YI1bM

FepmaHms

MEPKIJIE TMBX
MPA®-APKO-LUTPACCE 3
89079-YI1bM

FepmaHms

MEPKNE TMBX

roaBATI MEPKNE LUTPACCE 3
89143-ElTAYEOVPEH
epmaHus

HuKaKknMx 3HaUMTENBHBIX UM KPUTUYECKUX OTKIOHEHWI, KOTOPbIE MOTYT MOBMUSTL Ha BbINYCK
cepuu, He 3aperncTpupoBaHo.

HacTosawmm nogTeepaato, YTo ykasaHHas Bblwe MHopmaLms BepHa. [JaHHas cepus
npoaykTa Gbina Npon3BeaeHa, BKOYasa YNakoBKY U KOHTPOSb KayecTBa B NMOSIHOM
cooTBeTCTBMM € TpeboBaHuamn GMP n cneundmkaumm. 3anmcm 0 NPon3BoACTBE, YNAKOBKE U
aHanmse gaHHOW cepum COOTBETCTBYIOT TpeboBaHmsam GMP.

[aHHas cepusa gonylleHa Ana peanvsaumm.

05.07.2019

[Nodnuck
YNONHOMOYEHHOE NNLLO

Crpanunua 1 usl
V11651/312548



ratiopharm

CepTtudmkar aHanmsa
Monyyatens: Poccus [ata npoussoactea:  05.2019

Cepusi: V11651

Cpok rogHoCTM 05.2022

Homep aHanusa: 201904020263

Oono6eHe renb ANA HapPY)XHOro NpuMeHeHus, 90 r

UcnbiTaHus Cneundomkaums PesynbTaTt

O6wue n cneymnanbHble XapaKTePUCTUKN:

Onucanune OT npospayHoro Oo  crnerka COOTBETCTBYET
MyTHOro, 6ecuBeTHbIN, FOMOreH-
Hbln Trenb C  XapakTepHbIM

3anaxom
BsaskocTb 550 — 850 mlla*c 667 mlMa*c
MoanuHHOCTL:
[ekcnaHTeHon OOJIMKHO COOTBETCTBOBATH COOTBETCTBYET
OMCO OOJIMKHO COOTBETCTBOBATH COOTBETCTBYET
HaTtpun (kauecTBeHHas peakLms,

OOMMKHO COOTBETCTBOBATL COOTBETCTBYET

OKpalunBaHune I'IJ'IaMeHM)

KonunyectBeHHoe onpeaeneHue / 100 r rens:
[ekcnaHTeHon 2,50 + 5% (95% — 105,0%) 2,431 (97,0%)
OumeTtuncynscokena 15,0 r £ 5% (95,0% — 105,0%) 15,1 r (101,0%)

Mukpobuonoruyeckas YncroTa:

EBp. ®apm. 2.6.12/2.6.13,
Esp. ®apm.5.1.4 OOITKHO COOTBETCTBOBATb COOTBETCTBYET

MoAanuHHOCTL:
AOIMKHO COOTBETCTBOBATb cooTBeTCTBYeT
"enapuH HaTpusa (AMNTB-meTon)

KonunyectBeHHoe onpeaenenue / 100 r rens:

50000 ME * 10% 52523 ME

"enapuH HaTpua (ANTB-meTon)
(90% - 110%) (105%)

Cepus cooTBeTCTBYeT cneuuduKaumm Ha NpoayKT

Mepkne TmbX 05.07.2019 Modnuce
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