Mepkne TméX

TeBa OXKeHEepPUKC cucTem

ratiopharm

CepTtudumkat Ha BbINyCK cepumn

CrpaHa:

MpoaykT:

Cepus:

JlekapcTBeHHas dopma:
AKTMBHOE BeLLEeCTBO:
YcnoBusi XpaHeHUSs:
PerncrpaunoHHbIn Homep:

BbinyLieHHoe konn4ecTso
JInuenaunsa Ne:
CepTtudbukat GMP:

[aTa nponsBoacTea:
Cpok rogHocTu:

Pa3mep ynakoBku:
Pasmep cepun:

Poccus

AxTUdeppuH Kannu gns npvema BHYTpb
V20954

Kannu gna npuema BHyTpb

*Kenesa cynbgat/CepuH

XpaHuTb Npu TeMnepaTtype He Bbiwe +25°C
M N 015041/03

63 845
DE_BW_01_MIA_2017_0024/DE_BW_01_Mepkne

DE_BW_01_GMP_2017_1060 (bnayboipeH)
DE_BW_01_GMP_2018_0069 (bnayborpeH-Beinnep)
DE_BW_01_GMP_2016_0099 (Ynbm)

09.2019

09.2021

30 mn

1.915.300

YnakoBka:

Hayvano ynakoBku
OKOHYaHMe ynakoBKU
Homepa ynakoBOYHbIX
mMaTepuanos
MpownssoguTenb 6anka:

YnakoBaHo:

MecTo npoeseneHna aHanunsa:

MpoussoauTens cy6cTaHUmm:

BbinyckatoLmii KOHTPOnb:

30 mn kanenb ANA npueMa BHYTPb/CTEKNSIHHbIN (PflakoH
09.09.2019

10.09.2019

CM. ynakoBku

MEPKNE TMBX
FPA®-APKO-LLUTPACCE 3
89079-YJIbM

[epmaHus

MEPKNE 'MBX
FPA®-APKO-LUTPACCE 3
89079-YIIbM

epmaHus

MEPKNE TMBX

TPA®-APKO-LUTPACCE 3

89079-YJIbM

[epmaHus

Op. Mon NoxmanH MM6X, K, JTioHebepr, OTT0-BperHHep-CTp 15
WHpactpuereb , 21335-JTioHnbepr, NepmaHus

MEPKINE MMBX
nOABUI MEPKIE LUTPACCE 3
89143-BNNAYEOVPEH
[epmaHus

Hukakmx sHaunTENbHbIX UM KPUTUYECKUX OTKITOHEHWIA, KOTOPbIE MOTYT NOBNUATL Ha BbIMYCK CEpUK, He

3aperncTpMpoBaHo.

HacTosawwmm nogTBepxaato, YTo ykasaHHasi Bbllle UHopMaumsi BepHa. [laHHasi cepusi npoaykTa 6bina
npou3BeaeHa, BKMoYas ynakoBKy U KOHTPOMb kayecTBa B NOMTHOM COOTBETCTBUM ¢ TpeboBaHusimu GMP n
cneuundukaumn. 3anncm o Npon3BoACTBE, YNaKoBKE U aHanM3e AaHHOW cepvmn COOTBETCTBYIOT

TpeboBaHuam GMP.

[aHHas cepuvs gonylieHa ons peanvsaumu.

04.11.2019

lNodnuck
YNONHOMOYEHHOE NULIo

CrpaHunua lusl
V20954/25462



ratiopharm

Ceptudumkar aHanusa

AxkTndeppuH [arta npoussoactea:  09.2019
Kannu ana npuema BHyTpb Cepusi: V20954
Cpok rogHocTH 09.2021

Monyuatens: Poccus Homep aHanusa: 201904036140
UcnbiTaHus Hopwma Pe3ynbTart
PU3nKo-xmMmmyeckue
nokasartenu:
OnucaHue lMpo3payHbIi pacTteop oT CoOTBETCTBYET

3e1eHoBaToro unu  Kentoearo-

3€M1eHOr0 0 KEeNTO-KOPUYHEBATOroO

UNN OpaHXeBO-KOPUYHEBOIO LBETA C

MaJIMHOBO-CIIMBOYHBLIM 3amnaxoM
3HayeHwne pH pH 3,5-4,0 pH 3,6
MnoTHoCTb 1,075 - 1,090 r/mn 1,085 r/mn
O6bem coaepknmoro

OOIMKHO COOTBETCTBOBATH cooTBeTCTBYET
¢hnakoHa
MoAanuHHOCTL:
AckopbuHoBas kucnota

OOIMKHO COOTBETCTBOBATb COOTBETCTBYET
(kavecTBEHHasi peakuusl)
Keneso Il (kayecTBeHHas

OOIMKHO COOTBETCTBOBATb COOTBETCTBYET
peakums)
OTtaHon (MX) JOJTXHO COOTBETCTBOBATb COOTBETCTBYET
Cynbdatbl (KavyecTBeHHasi

OOIMKHO COOTBETCTBOBATH cooTBeTCTBYET
peakums)
DL-cepuH (BIXX) [JOJTKHO COOTBETCTBOBATb COOTBETCTBYET
VHBepTHBIN caxap

OOIMKHO COOTBETCTBOBATb COOTBETCTBYET
(kavecTBEHHasi peakuusl)
Kanusa copbaTt (BOXX) OOJPKHO COOTBETCTBOBAThH COOTBETCTBYET
MocTopoHHUE NpumMmecH:
XKeneso Il
(noTeHuuomeTpUuydeckoe <15% 0,7 %
TUTPOBAHMWE)
CoctaB / 1 mn pactBopa:
Keneso |l (Y- 9,48 wr + 5% (95 — 105%) 9,79 mr (103 %)
cnekTpooToMETPUS)

D,L-cepun (B3XKX)
Kanusa copbaTt (B3XKX)
AckopbuHoBas kucnota

35,6 Mr + 5% (95 — 105%)
1,00 Mr + 10% (90 — 110%)
8,00 Mr — 50%/+5% (50 — 105%)

35,0 mr (98 %)
0, 93 mr (93 %)
6,01 mr (75%)

MMKPOGMOHOFquCKaH B cooTtBeTcTBUE C TpeboBaHNAMMU COOTBETCTBYET
yncToTa: P y
OIga'parkhomen Sli‘gg;l.:)lal);sfiir;f:n?;@tevapharm.(om
ko@teva pha rm -C cDr:\‘::olga.parkhomenko@tevapharm.c
om g:te: 2019.12.20 15:00:17 +03'00"
.uaHHaﬂ cepusa cooTBeTCTBYEeT TpeGOBaHMﬂM cneLl,MchKauMM
Mepkne M'moX 04.11.2019 lodnuck
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