Mepkne MTmbX

TeBa fKeHepHKE cucTem ratiopharm
CepTudhukaT Ha BbINycK cepum
' CTpaHa: Poccus
MpogykT: AMBpob6eHe cupon 15 Mr/5 mn
Cepusi: V22241
NekapcTeeHHana hopma: Cupon

AKTWBHOE BELLeCTBO:;
YCnoBuAa xpaHeHus:
PervcTpaunoHHbIi Homep:
BbinylleHHoe konuyecTso
- JlnueHsua Ne:
CepTtudcbukatr GMP:

AmbBpokcona rugpoxnopua

XpaHuTe NpU TemMnepaType He Boiwe +25 C°

M N014731/04

29300
DE_BW_01_MIA_2017_0024/DE_BW_01_Mepkne
DE_BW_01_GMP_2017_1060 (BnayboipeH)
DE_BW_01_GMP_2018_0069 (bnayGolipeH-Beiinep)
DE_BW_01_GMP_2018_0052 (¥Ynbm)

HaTa npovasoacTea: 09.2019
Cpok rogHocTu: 09.2024
Pasmep ynakosku: 100 mn
Pasmep cepuu: 2 930.000

Ynakoska:

Hauano ynakosku:
OKoHYaHWe ynakoBKu:
Homepa ynakoBoYHbIX
martepwanos
Mpoussogutens Banka:

100 mn cupona/cTeknsiHHbINA hriakoH
15.10.2019

15.10.2019

Cm. ynakoBku

MEPKIE T'MBX

MPA®-APKO-LWUTPACCE 3
89079-YNbM
lepmaHusa

MEPKINE IMBX
MPA®-APKO-LWUTPACCE 3
89079-YNIbM

lepmaHus

YnakoBaHo:

MecTo npoeegeHus MEPKINE TrMBX

aHanuaa: MPAD-APKO-LUTPACCE 3

89079-YNNbM

lepmaHus
MpoussoguTtens Wwnna Meaukaa Jlumuted, (deocyryp) MHaws Heocyryp WHpacTtpwan
cyBecTaHywm:; Apea 584170-Paiiuyp, KapHaTtaka

MEPKINE TMBX

JIOOBWIM MEPKIE WUTPACCE 3

89143-BNAYBOWPEH

FepmaHus

HWKakux 3Ha4nUTENbHbLIX MU KPUTUYECKUX OTKITOHEHUIA, KOTOPbIE MOTYT MOBAUATL Ha BbINyCK

CepuU, He 3aperncTpupoBaHo.
HacTosilmm noateepxaaro, YTo ykasaHHas Bbilue UHOpPMauus BepHa. [laHHas cepust
npoAykTa bbina npousseaeHa, BKIKOYAsA YNaKoBKy U KOHTPOMb Ka4ecTBa B MOSHOM
cooTseTcTaum ¢ TpeboBaHusMu GMP 1 cneundukaumm. 3anuck o NPoM3BoACTBE, YNaKOBKE U
aHanuse NaHHOW cepuv CoOOTBETCTBYIOT TpebosaHusm GMP.

HaHHas cepus fjonylweHa Ans peanvaauuu.

Bbinyckatowmii KoHTpons:

12.11.2019 [Todnuck

YNonHOMOYEHHOE NULOo

Crpavuua 1ms 1
V22241/24512




Monyyatens: Poccus

ratiopharm

e
[ata npoussoacTea: 09.2019

Cepusi: V22241

Cpok rogHocTu 09.2024

Homep aHanuaa: 201904038288

AmM6pob6eHe cupon 15 Mr/5 mn

WcnbiTanun Hopma PesynbTaTt
DPUINKO-XUMUYECKUEe NoKasaTenu:
Onwvcaxve MpospayHbln oT BecuseT- COOTBETCTBYET
HOro [0 Crerka »XenTtoro
uBeTa pacTBOp C 3anaxom
ManuHbl
3Hayenune pH pH28-40 pH 3,1
MnoTHoCTb 1,140- 1,160 r/mn 1,147 r/mn
Obbem cogepxumoro cnakoHa [omxHo cooTBETCTRBOBATL COOTBETCTBYET
MoanUHHOCTL:
Bpewms YAepXKWBaHUs
AmBpokcona rugpoxnopug (BIXX) COOTBETCTBYET CTAaHAGPTY COOTBETCTBYET
3HaveHune Rf cooreeTcTByeT
AmBpokcona rugpoxnopug (TCX) cTaHaapTY COOTBETCTBYET
Xnopwabl (KadectTBeHHas peakuus) Benbiin ocagok COOTBETCTBYET
MocTtopoHHue npumecu (BIXX):
nc-ambpokcona ruapoxnopu
4 R APOXTEPIA <05% <0,10 %
(npumecsk D)
6,8-anbpomo-3-TpaHc-4-
ruapokcuuuknorekcun-1,2.3,4-
TeTparnapoxwHasonuHa rugpoxnopug <1.0% 018 %
(npumecs B) <O' 10 ;
3-(4-rnapokcuunknorekcun)-6, 8- <05% ’ °
Aubpomo-3,4-guruapoxnHasonuHa
ruapoxnopusg
EAVHUYHAA HeEMaEeHTUDNLUPOBaHHAaS <0,10 %
A AeHTDULMP <02% 0
npumMech
Cymma HNEM,ELEHTMCbMLLMpOBaHHbIX <1.0 % <0,10 %
npumecen
Cocras / 5 mn pacTBOpa: 150mMr+5%

AmbBpokcona rugpoxnopug (B3XX) (o1 14.3 mr go 15.8 mr) 14,87 mr
Mukpo6uonoruyeckas yacroTa: gl EreIBeLETRORRTE COOTBETCTBYET
(EBp. ®apm.)

MNepeson sepeH Olga Parkhomenk : e
[aHHaA cepua coOTBETCTBYET cneyndukaumm
Meprne Tmb6X 12.11.2019 Modnuck




