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MPOAYKT:

3aKka3uuk:

CraTyc:

Ceps HepacdacoBaHHOIO
pacrBopa Ne:

CepHsi roT0BOIO JIEKAPCTBEHHOTO
npenapara:

/laTa npousBoacTBa:

CCI?IJIK“_!:LA NIN 103

; _TIOK.

CBOWICTBA

Ornucanue 1Ipo3paunelit GecBETHLIA pacTBOp
[Tpo3padHblif 0 CPABHEHHIO C BOLOH

[Ipo3paunocTs B cooTB. ¢ EBp. ®apm. WJIH BBIIEP/KHUBAET CPABHEHHE C

ITaNOHOM |

BecuserHbIH 10 CpaBHEHHIO ¢ BOLOH

[{BeTHOCTH B COOTB. C Egp. ®apm. HITH OKpallueH He 6onee HHTEHCHBHO,

4yeM 3TanoH B9
MexaHH4YeCcKHE BKIIIOYEHHS B COOTB. C
Esp. ®apm.

MOAJIUHHOCTH

Be3 BUAMMEIX YacTHIL

Bpemsa ynepkiBaHMA OCHOBHOIO
IIMKa Ha XpOMaTorpaMme
HCIBITYEMOTO PacTBOpPa AODKHO
TADIIYIIPOCT /mMeromom BOXKX COOTBETCTBOBATH BPEMEHH
YIOEPKHBAHHA OCHOBHOTO TIHKA HA
XpoMaTorpaMMe pacTBopa
cTangapTHoro obpasua.
Y®-criekTp HCIBITyeMoro obpasua
OOMKEH COOTBETCTBOBATh Y -
CIIEKTPY CTAHJAapTHOro obpasua.
Bpems ynepxuBaHHsS OCHOBHOIO
IIHKA HA XpPOMAaTOrpamMMe
HCIIBITYEMOTO PACTBOPA HODKHO
THMOJIOJI/meTonom BIXKX COOTBETCTBOBATh BPEMEHH
YIOEP)KHBAHHA OCHOBHOTO ITHKa Ha
XpOMarorpaMMe pacTeopa
craHaapTHoro obpasua.
Y®-cniektp mcneiTyemoro obpasiia
THUMOJIOJ/meTonom VO JOJKEH COOTBETCTBOBATh ¥ O-
CTeKTpy CTaHAapTHoro obpazua.

TADJIVIIPOCT /metogamu BAXX ¢
Y O-neTeKTHpOBaHHEM

HUCIIBITAHWUS
pH B coote. ¢ Eep. ®apm. 0t 6,0 no 6,7

OcMOIsTBHOCTE B COOTB. ¢ EBp. ®apm, Ot 290 no 370 MOcMm/kr
KOJUYECTBEHHOE

OINPEJIEJEHHUE
Or 13,65 no 15,75 Mxr/mn

TADIIVIIPOCT /Metonom BXKX Ot 91,0 no 105,0 % or 3asBieHHOrO
colepKaHus
Ot 4,75 no 5,25 mMr/mn
THMOJIOJI/MeTogom BOXKX Ot 95,0 no 105,0 % oT 3a4BIEHHOIO

COoHEepXaHuA

TAIITHKOM @
0,0015 % +0,5 %
KAar1d ria3Heie
B YNIAKOBKE HA OHH MPHEM

CAHT3H

AMM

30072

30072-A

25.09.2020

09.2023

CooTBercTBYET

CootBetcTBYET

CootBeTcTByET

CootpetcTBYET

CoortsercTByeT

CootBeTcTBYET

CooTseTcTBYET

CooTBeTcTBYET

335 MCM/KF

100,8 %

99,8 %




POJACTBEHHBIE TPUMECH

[pumecu TAQITYIIPOCTA
Cymma npumeceit TAQJIVIIPOCTA

ITpumecn TUMOJIOJIA

Cymma npumeceit THMOJIOJIA
BECOBbLIE METOABI
O0BEM CONEPIKUMOTro THOOHK-
KareabHHLBI

CTEPUJIBHOCTL
B coots. ¢ Esp. ®apm.

He 6onee 1,0 % (xaxnas)
He 6onee 2,0 % (cymma)

He Gonee 1,0 % (kaxnasn)
He 6onee 1,0 % (cymma)

He menee 0.3 ma

JomxkeH 6bITh CTEPUIIBHEIM.

0,3 Mn

CooTtBeTcTBYET

HCTOYHHUK: FCR

JlaTa nosy4eHus pe3yJbTaToB:
27.10.2020

TIpoepun: SR

'Y IONHOMOY€EHHOE JIHIIO,
BBIZIABIIEE PaspenIeHHe:

3AKJHOUYEHME: H. BPYHET (N. BRUNET)
/nodnuce/
JlaTta: 19 nosbpsa 2020 r.
| YTBEPXXIEHO / OFKACHEHO |




Taptigom Batch 30072-A (reference to Certificate of Analysis dated 19.11.2020)

Tantuxkom Cepmsa 30072-A (ccbiiKa Ha cepTMdMKAT aHaam3a oT 19.11.2020)

Importing country/CtpaHa BBO3a:
Russia/Poccus

Marketing Authorization Number of importing
country/PerucTpaLoHHOe yAoCTOBEpeHUe CTPaHbl

BBO34d;
NN-003372 or 17.12.2015

Name and address of APl Manufacturing Site/Hazeanue
npouasoguTens cy6craHumMm, agpec NpoMsBoACcTBa:

Acaxu Tnacc Ko, Itn, Goi-kaigan, Ichihara City, Chiba
290-8566, Japan i
NKAC dunnang Ou Messukentankatu 8, 20210
Turku, Finland

Name and address of bulk manufacturing site/
HassaHue npouasoaurens 6anka U agpec NPoU3BOACTBA:

Laboratoire Unither, France, /labopatyap lOxuTep,
dpanums, Zi de la Guerie 50211, Coutances, Cedex

Name and address of quality control testing site/HasBanue n
afpec naowWaaK1 NpoBeAeHUA aHAMTUHECKHUX UCTIbITAHMIA:

Laboratoire Unither, France, labopatyap HOnuTep,
®panyms, Zi de la Guerie 50211, Coutances, Cedex

Labelling/Mapkupogka

In compliance with the Normative documentation/ B
COOTBETCTBUW C HOPMATUBHOMN JOKYMEHTaLMEH
JIN-003372 — 171215 with changes N2 1-3/c uam N2 1-3

Packaging/Ynakoeka

Primary packaging/nepeuyHas ynakoBka:

Eye drops 0.0015 %+0.5%, (dropping tube),

0,3 ml/30/Kanaun rnasHble (TIO6MK-KanenbHuLa)
0.0015% +0.5%, 0,3 Mn/30/90

Secondary packaging/BTopy4Has ynakoBKka:
Carton pack/MNayKka KapTOHHAA

Stability period/Cpok rogHocTH

3 years/3 roga

Storage conditions/YcnoBua xpaHerus

At the temperature 2-8° C /Npu Temnepatype 2-8° C

Quality of the product is compliant with normative documentation /IM-003372 — 171215 with changes N2 1-3 /
KauecTso npenapara coOTBETCTBYET TPeBOBAHUAM HOPMATUBHOA AOKyMeHTaumuu JIM-003372 — 171215 cuam N2 1-3

Date/[Oara 19,11.2020

Signature/Moanuck Seal/Mevarte

JMJJW’

Laboratoire UNITHER
Z.1. de la Guérie
50211 COUTANCES CEDEX

Siret 440 110 088 00026
APE 2120Z - Tél. 02 33 76 70 00




