NEKJAPALIMSI O COOTBETCTBUHA

JIEKJIAPAHT, IPUHUMAIOLLMIA JEKJIAPALIMIO O COOTBETCTBUH

000 "Tesa"

Ceedenua o pecucmpayuu opzanusayuu: Mevicpationnan uncnexiyus Pedepansiotli Ha02060l cnyochul Ne 46 no
2 Mockee 01.01.2008, OF'PH 1027739033024, dama npuceoenus OI'PH 01.08.2002.

Adpec: 115054, 2. Mockea, yn. Banosas, 0. 35. Teneghon: 8 (495) 644-22-34.

B nuye: I'enepansrozo dupexmopa Spuk Poue

Josepennoe muyo: Maxcumosa J1A., dosepennocmy T-932 om 14.04.2019

3ASIBJIET, UTO
nexkapemeennoe cpedcmeo: Xuax gopme, kanmi ona npuema erymp 100 mn, gaaxonst (1), nauku kapmonHbvie,

PV Ne IT N014917/01 om 14.05.2009 (dama samenst PY 18.09.2017) svidaro pamuogapm Imb.X, cepus
V14339, napmusi 54000 ynaxosok, 2oden 0o 01.07.2023, npouseodcmea Mepkae ImbX, I'epmanus, Joxmop
Teopz-Llnon-Llmpacce 7, 89143 braybotipen, / Mepine ImoX, I'epmaniis, Jlrodeuz-Mepxae-LlImpacce 3,
89143 Baaybotipen, koo OKII[2 21.20.10.116, koo TH B3/ 3002905000, konmpakm Ne 71 om 01.09.2016,
ungotic Ne 2520021492 om 15.10.2019

COOTBETCTBYET TPEEOBAHHAM

IIN0Q14917/01-180917 uzm. Nel

JNEKJIAPALIUS TIPHHSITA HA OCHOBAHHH

npomoxonsl ucnuimanuii: Ne 9889 om 05.11.2019 @XJT 000 "TJT "Jlensma’, ammecmam axkxkpedumaiuu
RA.RU.21HP36, Ne 7994 om 05.11.2019 HMJI OO0 "LIHT IT/IFKOC", ammecmam axkkpedumayuu
RA.RU.21HA14, Cepmugpuxam POCC DE.®M15.C89611 om 06.11.2019

IATA IIPUHATHUS TEKJIAPALIUM 06.11.2019
JEKAAPAUNS NEACTBUTEJLHA J10 01.07.2023

T Maxkcumosa JLA.
[OMUITHCD DO.H.0

CBEJEHHSA O PETUCTPAIIMHA

OPIAH 10 CEPTHOHUKALMH, 3APETHCTPUPOBABUINH JTEKJIAPALIMIO
POCC RU.0001.11®MI15 OPFAH 110 CEPTHOHKALIMH ITPOJYKLHH OBLIECTBO C
OTPAHUYEHHOH OTBETCTBEHHOCTHIO "OKPY)KHOH LJEHTP KOHTPOJIAI KAYECTBA",
adpec opeanusayuu; 115280, 2. Mocksa, ya. Macmepkoga, 0. 4, am. 5, nam. I, kom. 1., adpec opeara no
cepmucpuxayuu: 143581, Mockosckas o6nacmy, Hempunckuii pation, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: OYKK.pep.
JEKJAPATIIS O COQTBETCTBUM 3APETHCTPHPOBAHA N POCC RU JI-DE. OMI5.A4.27002/19
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Mepkne TmbX

TeBa AXEHepPUKC CUcTeEM

ratiopharm

Ceptudumkart Ha BbINyCcK cepumn

Crtpana:

MpoaykT:

Cepus:

IlekapcTBeHHan dopma;
AKTWBHOE BELLECTBO:
Ycnoeusa xpaHeHus:

Homep perncTpaunoHHoro
YAOCTOBEPEHWS:

Jnuenansa Ne:
CepTtudoukat GMP:

Poccws

Xunak ®@opTe Kannu AnA npuemMa BHYTpPb
V14339

Kannu ana npuema BHYTpL

XpaHWTb Npu TemnepaTtype He Bbilwe +25 C°
1 Ne014917/01

DE_BW_01_MIA_2017_0024/DE_BW_01_Mepkne
DE_BW_01_GMP_2017_1060 (BnayboinpeH)
DE_BW_01_GMP_2018_0069 (bnaybonpeH-Beiinep)
DE_BW_01_GMP_2016_0099 (Ynbm)

[ata npounssoacTea: 07.2019
Cpok rogHocTH: 07.2023
[osuposka: 100 mn
Ynakoeka: 100 mn /cTeKNAHHbLIA (hNakoH

Hauano ynakosku:

OkoH4aHue YyNaKkoBKW:

MNponssoguTens Banka:

YnakosaHo:

MecTo npoBeneHuA
aHanunaa:

Bbinyckalowunii KOHTPOnb:

Hukaknx 3HaYnTenbHbIX UNu KPUTUYECKNX OTKNOHEHMWNA, KOTOpble MOryT NOBNWATL Ha BbINYCK CEPUN, He

3aperucTpUpoBaHo.

HacToswmm noaTBepxAalo, YTO ykasaHHas Beille uHdopmayns sepHa. [laHHas cepus npogykTa 6eina
npousBeaeHa, BKIIOYAA YNakoBKy U KOHTPOSb Ka4ecTBa B NOSIHOM COOTBETCTBUMW ¢ TpeboBaHusMU GMP u

21/08/2019
22/08/2019

MEPKNE T'MBX

[Op.leopr- Wnow Wrpacce 7
89143-BJIAYEONPEH
lepmanusa

MEPKNE TMBEX
MPAP-APKO-LUTPACCE 3
89079-YJIbM

MepmaHua

MEPKNE T'MBEX
TPA®-APKO-LUTPACCE 3
89079-YIIbM

[epmaHua

MEPKNE TMBEX

noaBur MEPKINE WTPACCE 3
89143-BNAYEOWPEH
lepmanus

cneumcpnkau,nvl. 3anucun o Npon3BOACTBE, YNakOoBKe U aHanuse ,ElaHHOﬁ CEPWN COOTBETCTBYHOT

TpebosaHnam GMP.

[laHHas cepus gonyLleHa ans peanvsauni.

23.09.2019

Moanuck OTBETCTBEHHOrO NULa



ratiopharm

CepTuchukar aHanmsa
Poccuitckas Peaepaumns [arta npouwssoactea: 07.2019
Cepus: V14339
Cpok rogHocTy 07.2023
Homep aHanuaa: 201904034872
Xunak CbOpTe, Kannu ansa npuemMa BHYTpPb
UeneiTaHua Cneuuncumkayms Pesynbrar
Obuwue U cneynanbHble XapakTepuUcTUKK:
Onucaxue Mpo3payHbln  OT  CBETNo- COOTBETCTBYET
»XenToro Ao XKenTo-
KOPWYHEBOrO LiBETa pacTBop ¢
XapakTepHbIM KWCMbIM  3ana-
XOM
pH 30-34 31
MnoTHoCcTb 1,040 — 1,095 r/mn 1,054 r/mn
MpospayHocTb PacTeop [OIKEH BbITb COOTBETCTBYET
Npo3padHbIM unum He
WHTEHCUBHEE 3TanoHHOro
pacTeopa I
PacTeop gonxeH BbITb
BecuBETHbBIM UNK He
LiBeTHOCTb COOTBETCTBYET
WHTEHCUBHEE 3TANOHHOro
pacteopa BY;
Ob6wvem copepxmmore nakoHa JomkHo cooTBETCTBOBATL COOTBETCTBYET
MoanNWHHOCTL:
MoneouHas kucnota (BOUX) [OMKHO COOTBETCTBOBATL COOTBETCTBYET
JlakTo3a (peakums ocaxaeHus) [OMKHO COOTBETCTBOBATL COoOTBETCTBYET
Kanwusa copbaTt (B3XKX) AOMIKHO COOTBETCTBOBAThL COOTBETCTBYET
KonuuecTtBeHHoe onpegenexue / 1 mn pacTeBopa:
MonoyHnas kucnota (BOUX) 56,3 -93,8 mr 74,56 mr
75,0 % — 125,0 % 99%
INlakTo3a (TutpumeTpunsa) 50,0-70,0 mr 63,2 Mr
0,454 — 1,192 mr 1,042 mr
Kanua copbat (B3XKX)
40-105 % 92 %
MukpoGuonornyeckas 4yucrora: B cooTBeTcTBUNE TPEOOBAHMAM COOTBETCTBYET

Olga
Mepesop BepeH

Parkhomenko

CEQHH COOTBETCTBYET CHGHHQMKHHMH Ha NpoayKT

Mepkne TmbX

23.09.2019

[Moanucb OTBETCTBEHHOIO AMLA



