. : ovartis Technical Operations
' NOVARTIS
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 880 27 11
Fax +32 3 890 27 17

CepTtudukar AHanusa

Hpoaykr BUT'AMOKC® 0.5 % 5w
JlaTa H3roTOBJIEHHS 20.04.2020
Naentndukaunonnniii 746781
HOMeEp
Cpok roanocTi 20.04.2022
Koa crpanbi RU
Homep cebliku 202070656
Kox npoaykra 60544A
Homep cepun 20D20CB
Jara pazmemienns 08.06.2020
Xumun
Tecr PesyabTar Eannnusi Tpebosanus
8-rujipoken-coeannenue (D) 0 % OT 3a8BJIEHHOTO COAEPKAHNs He 6onee 0.2%
IpoaykT peakunn akpunata (D) 0 % OT 3aABNEHHOTO COAEPKAHHA He Gonee 1.0%
Jhobas edHN4HAs HeuleHTHdUUIpYeMas 0 % OT 3asB/IEHHOTO COlepIaAHUs He 6onee 0.2%
npumecs 1 (I°)
JioBas enuHnyHas HengeHTHGHUNPYeMasn 0 % OT 3aABIEHHOr0 COACPKAHHA He Gonee 0.2%
npumecs 2 (1)
JlioGas eMHYHasS HenIeHTHHLNpyemas 0 % OT 3asABJIEHHOI'O COIEPKAHNA He onee 0.2%
npumecs 3 (I')
Thobas equHndHAs HeMAeHTHUIIpYeMas 0 % OT 3aBJIEHHOTO COJAEPKAHUS He Gonee 0.2%
npUMech 4_(1’)
JoBas equnnyHas HenaeHTHgHUNpYeMas 0 % OT 3asBJICHHOrO COMIEPKaAHHA He Gonee 0.2%
npumecek 5 (17)
JlroBas enuuMyHas HenaenTHduuupyemas 0 % OT 3aABJIEHHOrO COAEpKaHnA He donee 0.2%
npumecs 6 (1)
Jlio6as eauHnYHas HeHACHTHQUUHPYEMas 0 % OT 325BJICHHOTO CONIEPIKAHMS He Gonee 0.2%
npumeck 7 (1)
Bopnas kuenota (RU) 99 % OT 3asBJICHHOrO COIepPKaHusA 80-120% oT 3aABAEHHOTO
Jlexap6okcu-coeantenne (D) 0 % OT 3asABJIEHHOTO COlepiKaHus He Gonee 0.4%
Mokcudnoxcalut 98 % OT 3aABACHHOTO COIEPKAHMA 90-110% ot 3asiBJIEHHOrO
RC-I(D) 0 % OT 3aABJEHHOI0 COjlepKaHus He 6onee 0.2%
RC-2(D) 0 %% OT 3aAB/IEHHOrO COJIePKAHHA He 6onee 0.2%
RC-3(D) 0 % OT 3asAB/JEHHOTO COMePIKAHUA He Gonee 0.3%
RC-4(D) 0 % OT 3aABJIEHHOr0 CO/IeP/KAHM He Gonee 0.2%
Ofee conepskanne npumeceii (D+17) 0 % OT 3aABJIECHHOIO COJIEP/KaAHUA He 6onee 1.5%
[Tpo3paynocTs ITpo3pa4nbiii IMpospaunbiii, ne Gonee RSI
LBeTHOCTE Beiiepsknsaet Bhlep knBaeT CPABHEHHE C
CpaBHeHHe ¢ cycnensueit GY

cycnensueii GY

TMoanuuHocTs: Bopuas kucnota, BOKX CooTBeTcTBYeT CooTBeTCTBYET

HacToswmM YA0CTOREPSAIO, 4T0 JaHHas WHIPOPMALHA NIOUTHHHA 1 BEPHA.

Jlannas cepus co3tana/ POHIBENEHa, BIUIIOYAN YIAKOBKY H KOHTPOIIb, Ha BBILICYIOMAHYTOM MECTE IPOH3BOACTAA B COOTRETCTBHN ¢ npasuiamn GMP
NI0KA/ILHOTO PErysTOPHOro Oprana it crewuKauneli PErncTpalHOHHOT0 YOCTOBEPEHItA umnoptipyloweit ctpansl. OGpaloTka, ynakoska H aHaTu3 cepu
cooTBeTCTBYOT TpeGoBaniaM GMP. [lanHas cepus cooTBETCTBYET TpeGoBanAM cTaTkit 51 Esponefickom nap/iaMeHTy i THPEKTHBE Coseta 2001/83/EC.

K. Verresen

Mpon3BoACTBEHHBIA haPMaLLeBT, YNONHOMOYEHHOE NLO 08.06.2020

S. DERVEAUX, nognucb

MpoW3BOACTBEHHLIA (hapmauesT, YNONHOMOYEHHOE NULIo
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Xumus

[loxnnnnocts: Mokcudnokcauuna
riuapoxaopna, BOXKX

MexaHu4HecKkHe BKIHUEHHS

pH

OcMmonanpHOCTE
Mukpobnonorus

Teer

CrepunsHocThb
JIOKYMeHTANbHBI KOHTPO/Ib

O6BeM COaEPKUMOr0 YIIAKOBKH

Novartis Technical Operations
sa Alcon-Couvreur nv
Rilksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

Ceptucmkar AHanusa

IMpoaykTr

Jara w3roTor/ieHuA
HaenTudnkaunoHubi
HOMED

Cpox roanocty

Koa crpansi

Homep ceblikn

Koa npoaykra

Homep cepuu

/arta paimeutenus

CooTBeTcTBYET

CaoGoznen ot
BRJIIOYCHUH

6.9
279

PesyabTar

CooTBeTcTBYET

5.107

BUTAMOKC® 0.5 % 5 ma

20.04.2020
746781
20.04.2022
RU
202070656
60544A
20D20CB
08.06.2020
CootsetcrByer
CroGojeH OT BKIIOUEHHITT (HonyCcKaeTcs
NerKas onanecueHuHs)
6.3-7.3
mMOcCM/Kr 260-320 MOcm/kr
Eannnnei TpeGoBanus
CoOoTBETCTBYET

M

HacToswiumM yI0CTOBEPA0, YTO AaHHAS HH(POPMALHA NOUTHHHEA U BEPHA.

Jlansas cepys co3tanal NPOU3BEICHA, BKIIOMAN VIIAKOBKY H KOHTPOIb, HA BBILIEYIIOMsHYTOM MECTE PON3BOACTBA B COOTBETCTBUK ¢ npasinami GMP
JIOKATLHOTO PEry/IATOPHOrO OPIrana i creuuduKalmeli PErHCTPALHORHOTO YI0CTOBEPERHS HMIOpTHpYioweil cTpanbl. OGpaGoTka, yrakosKa i aHanus cepu
cooTBeTcTBYIOT TpeGosanuam GMP. [lainas cepus coOTBETCTBYeT TpEdoBatiaM cTaTbn 51 EBponefickom napraMeHTy i IHPeKTHBE Cosera 2001/83/EC.

K. Verresen

Mpon3sopCTBEHHbIA (hapMaLesT, ynonHoMoueHHoe nuuo 08.06.2020

S. DERVEAUX, nognucek

MpouaBoOACTBEHHbIA chapMaLeBT, YNoNHOMOYEHHOE NWLI0

08.06.2020
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HaumeHoBaHue

CTpaHa noctaBku

OefcTeyoLee BEWECTBO
JNekapcTBeHHasn chopma

YnakoBka .
Cepun

KonuuectBo

MpouzsoguTent chapmaueBTUHECKON
cybcTaHumm

Oarta npouzBoacTea

CpoK rogHocTH

HaumeHoBaHUe NpoU3BOAUTENS BKITHOYANA
BbINYCKaKLWMI# KOHTPONb KavyecTBa
GMP ceprtudukar

Pesyn bTaT aHannaa

MpumevaHusn

Novartis Technical Operations
sa Alcon-Couvreur nv
Rijksweg 14, 2870 Puurs, Belgium

Telephone +32 3 890 27 11
Fax +32 3 890 27 17

CEPTUOUKAT CEPUA

Buramoxc® Kanau riaastbie

Kop 746781

Poccus

Mokcudpnokcayuna rugpoxnopug 5.45 mr/mn
Kannu rnasxele

5 mn Bo chnakoHe-kanensHuue «DropTainer»
20D20CB

52650 yn.

MokcudpnokcauuHa ruapoxnopua, baitep Al, Frepmanus

Cwm cepTucmKaT aHanuaa
Cwm ceptudbukat aHanusa
*» AnkoH-Kyepep H.B. C.A. Rijksweg 14, 2870,
Puurs, Belgium
* PaspelweHue: 176
BE/GMP/2018/132

Cm. cepTudpmkaT aHanusa

HJT JICP-003706/10-150419 u3m.1
JICP-003706/10

YnakoBka U MapkupoBKa cooTBeTcTByeT Tekylemy HU

Bblny ucnonbaosaHsl cnegyolyue
maTtepuansi

e Ynakoska nepsuyHas: 42572/0
o WHcTpykuusa: 75675/1
e YnakoBka BTOpu4Han 43285/2

Hacmnmm’w YAOCTOBEPAIO, 4TO JaHHAA HH(I)OpMHU,Hﬂ NOJUTHHHA W BEPHA,

Hattas cepus co3ana/ IpOM3BeE/IeHd, BKIFOUAA YIIAKOBKY H KOHTPOJib, HA BBILUEYNIOMAHYTOM MECTE IPOH3BOACTBA B COOTBETCTBUH C npasuiamu GMP
JIOKANIBHOrO peryaaTOpHOro opraia u CIIELJ.H(I)I’IKQHH&FI PErHCTPALMOHHOIO YA0CTOBEPEHHA H MnOpTpr}OLLICﬁ CTPaHkI. OﬁpaéoTxa, YNnaxkoBKa W aHaln3 CEpHuu
cooteTcTBYIOT Tpedosanuam GMP. [lanuas cepus coorserctsyer TpeGoBanusm cratei 51 EBponeiickom napaamenty u aupexruse Cosera 2001/83/EC.

K. Verresen

MpounasogcTEEHHBIA hapMauesT, ynonHomouerHoe nuuo 08.06.2020

S. DERVEAUX, nognuce

Mpou3BoACTBEHHbIA (hapMaLesT, YyNoNHOMOYEHHOe MU0

08.06.2020



