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LAB N FO 028 Hapaune 28

. CEPTHOHKAT A

HAJIH3A Ne 1

__Bepeusi:

TAIITHKOM ®
0,0015 %+ 0,5 %

Mexannueckpe pionouenns Erp, Dapm,
HOJJHMHHOCTD

ITAQJIYITPOCT / B2IKX

TADJIYIIPOCT /BOXX n YO

THMOJIOJI / BOWX

THMOJION/ VO

MCITBITA IS
pH Esp. (apm.
Ocmonansrocts Esp. ®apm.

KOJIMYECTBEHHOE ONPEAEJEHHE

TADJIYTIPOCT / B2XKX

TUMOJIOJ / BOXX

POACTBEHHBIE IPHMECH
TAGJYIIPOCT IMpunmecn

TA®JIVITPOCT Cymma npumeceii

THUMOJIOJI Ipumecn
THUMOJIOJI Cymma npumeceit

F'PABUMETPHYECKHUE METO/AbI

O6benm couepKIMOro TIOBHK-KanenbHIb
CTEPUJILHOCTD
Enp. dapu.

B9
Bes BUUAHMBIX HacTHLL

Bpems yaepskHBaHns 0CHOBHOTO NHKA Ha
XPOMATOrpaMMe HCIBITYEMOI'O pacTBopa
JIOJDKHO COOTBETCTBOBATL BPCMCHH
YACPKHBaNHI OCHOBHOTO MHKA Ha
XPOMaTOrpamMMe pacTRoOpa CTAHAAPTHOIO
obpa3sua.

Y®-cnextp uensiryemoro ofpasua 1onKkeH
COOTBETCTBOBATL Y ®-ClIEKTPY CTaHUAPTHOrO
o6pasua.

Bpewmsi yaepkuBanus 0CHOBHOIO MHKa Ha
XPOMaTOrpamMme HCNbITYEMOr0 pacTBopa
JIOJICHO COOTRBETCTROBATH BPEMEHH
YIEPHCHBAHNI OCHOBHOTO [11Ka 11a
XPOMaTOrpamMMe pacTBOPa CTAHAPTHOTO
o0pasua.

Y®-cnexrp HenpiTyemoro obpasia 10/mKeH
COOTRETCTROBATh Y D-criewrpy CraslapTHOro
obpa3sua.

Or6.0 106.7
Ot 290 no 370 mOcwm/xr

Ot 13.65 no 15.75 mur/mn
Ot 91.0 no 105.0 % ot 3a9BAEHHOIO
COAEPAUCAHM
Ot 4.75 10 5.25 mr/vn
Ot 95.0 1o 105.0 % or 3asBycHHOr0
coAcpacanms

< 1,0 % (kaxuas)
<2.0% (cymma)

< 1.0 % (kancuas)
< 1.0 % (cymma)

> 0.3 M

Jlomxen 6LITh CTEPHIBHBIM

: MPOJYKT:
: KelUIH 1J1a3HbIC
o o ey B 011101030801 yaKonke
;  Bupeqa Cupn 3akazun CAHT3H
b o e Cratyc: AMM
502[1-'.KVTAHC EHER Cepsi nepacipacosanuore pacrsopa Ne: 30100
Cepitsi FOTOBOI'0 JIEKAPCTBEHHOTO 30100G
npenapara:
UlaTa nponspoacTsa: 12.11.2021
Ceninka: LAB N IN 103 }h'ra OKOHYAHNS CPOKA FOAHOCTIL: 1112024
i JTIOKA3ATEJIN 3YJILTAT
CBOICTBA
Onncanne IMpospaunsiii Gecusernblii pacTsop CootsercrByer
’ - [Tpospa4Hbii 110 CPaBHEHHIO ¢ BOUOI HIIK
[Tpo3paunocts Esp. Papm. _ B CoorseTcTByeT
BBIJIC[KHBAET CPABHEHIE C TANOHOM |
) BecipeTHrli o cpasHeHHIO ¢ BOAOH 1l
I BeTHocTh Enp. Papwm. okpaueH He HoJiee HHTCHCHBIO, YCM FTasoN CooTrsercrayer

CooTBeTcTRYET

Cootrercrayer

Coorsercrayer

CoorsetcrByer

0.07 %
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aptigom Batch 301

reference to Certificate

Analysis date 14.1.2022

Tantukom Cepusa 30100G (ccbinka Ha ceprnduxar aHanusa or 14.1.2022)

Importing country/Crpana seosa: Russia/Poccus

Marketing Authorization Number of importing
country/Perucrpaymontoe YAOCTOBEpeHue cTpaHb
8BO3a;

/IN-003372 o7 17.12.2015

Name and address of AP| Manufacturing Site/Hassanme
NpoussoguTenn cybcraHyum, agpec npou3soacTea:

Acaxu lNace Ko, Nirp Goi-kaigan, Ichihara City, Chiba
290-8566, Japan ~

NKAC ®uHnang Ou
Turku, Finland

Messukentankatu 8, 20210

Name and address of bulk manufacturing site/
Ha3sanue npoussogurens 6anka u aapec npoussoAcTsa:

Laboratoire Unither, France, Naboparyap KOHuTep,
®PpaHuus, Zi de la Guerie 50211, Coutances, Cedex

Name and address of quality control testing site/HasBanue u
3APEC NNOWAAKN NPOBEACHMA aHANMTHYECKMUX MCNIbITaHM;

Laboratoire Unither, France, Naboparyap OHuTep,
®paHuus, Zi de la Guerie 50211, Coutances, Cedex

Labelling/Mapxkuposka

In compliance with the Normative documentation/ B
COOTBETCTBUM C HOPMATHBHOI] AOKyMeHTaumei
NN-003372 - 171215 with changes N2 1-4/c uam N2 1-4

' Packaging/Ynakosxa

Primary packaging/nepeuynas ynaKosKa:

Eye drops 0.0015 %+0.5%, {dropping tube), 0,3
ml/30/Kanau rnasnsie (mﬁuu-uanenbunua)
0.0015% +0.5%, 0,3 mn/30/90

Secondary packaging/sTopuyHan ynakoska: Carton
pack/Nauka kapronHas

Stability period/Cpok roamocry

3 years. Eye drops should be used in course of 4 weeks
after opening the pouch. /3 roga. Kanau rnasuue
CnepyeT ucnonb3oears B reyenue 4 Hegenwb nocne
BCKPbITMA nakerTa.

| Storage conditions/Ycnosun XpaHeKus

7/'

Date/flara 14.1,.2022

Signature/Noanuce

~ LaSoratoire UNITHER

{

——APE 2120Z - Tél. 02 33 76 70 00

Seal/Nevats

Z.|. de la Guérie

50211 COUTANCES CEDEX
Siret 440 110 088 00026




