U, NOVARTIS

CEPTUDUKAT AHANU3A
Certificate of analyses

Hassanue npenapara (PRODUCT NAME)

JdaTa npoussosncrtea (MANUFACTURING DATE)

Kox MARS (MARS CODE)
T'onen 1o (EXPIRY DATE)

Koz crpanei (IMPORTING COUNTRY CODE)

HOMEP 151 CCBLJIKH (VO REFEREN

CE NUMBER)

Hepanak Imr/ma §

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

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

ma<CIS

022021

Koa npoavkra (PRODUCT CODE)

Homep cepun (BATCH NUMBER)

Jdata Beinycka (DATE of DISPOSITION)

21B02QE
11-03-2021

Tect Peaynbrar Ennnuum Creundmkanuns seinycka

Amdenak (AL-6295) 0 % He Gonee 0.3 %

JlroGan HennenTHHIpoRanHas npHMech 0 % He Gonee 0.3 %

[lpumecs @ RRT 0.21-0.26 0 % He Gonee 0.5 %

Mpunmecs @ RRT 0.67-0.73 0 % He Gonee 0.3 %
|_Mpnmecs @ RRT 1.20-1.27 0 % He Gomee 0.3 %

Ilpumecs @ RRT 1.93-1 98 0 Yo He Gonee 0.3 %

Keto-andenak (AL-39187) 0 % He Gonee 2.0 %

Jlaktam (AL-12383) 0 Y% He Gonee 0.5 %

Yactiuel Menee 10 Mxm 99.2 % He mMenee 95.0 %

HacTHuer MeHee 25 Mkm 100.0 % He MeHee 99.5 %

YacTuusr Mekee 50 mrm 100.00 % He MeHee 99 95 %

YacTuusr menee 75 mn 100 % He menee 100 %

CymMa npumecei 0 % He Gonee 2.5 %

bensankonus xnopua 102.7 %o OT 3A5BNEHHOIO KOIHYeCTRA 90-115 % ot 3aasnennoro

Hunarpus spertar 98 6 % OT 38ABIEHHOr0 KOMHYECTBa 90-110 % o 3asBaennoro

Henadenax (AL-6515) 99.9 %5 OT 3aABNEHHOTO KONHYECTBA 90-110 % ot 3asenenHoro

Onucanune Onnopoauxas Onwnopoanas cycnensua

CYCMEH3HA
Llser Cerno-xenteiii Ot cBemio-kentoro 10 caerno-
OpaHKesoro

[lnanusHOCTh BeH3ankonns xnopuaa (BOXKX) Coorserctayer CootsercrByer

Hoanuunocts JIunatpus saetata CootserctByer Cootsercrayer

Henadenar 1d (AL-6515) (BIAX) CoorsetcTayer CootBetcrayer

Henadenak Id (AL-6515) (TCX) CooTteerctByer CoorsetcTeyer

H 7.4 7.0-8.0
Pecycnenanposanne 5 CEKYH/1BI e Bonee 5 ¢
CeMMeHTaUHOHNAA YeTOIMBOCTS 3 MHHYTBI He MeHee 2 MHH

Crp. 172
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Natalya
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Reasan: Mepesny »neanpen

sa
Date: 2021.04.14 152351
+0300°



Novartis Technical Operations

‘ g sa Alcon-Couvreur nv
] N O VA R T I S Rijksweg 14, 2870 Puurs, Belgium

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

CEPTU®UKAT AHATTU3A
Certificate of analyses

Haisanue npenapata (PRODUCT NAME) Hesauak Imr/ma 5 ma<CIS

Hdarta npoussoacrza (MANUFACTURING DATE) 022021

Kox MARS (MARS CODE) 741721

Toaen 1o (EXPIRY DATE) 012023

Kon crpannt (IMPORTING COUNTRY CODE) RU

HOMEP IS CCBLIKH (VO REFERENCE NUMBER) 202175031

Koa npoaykra (PRODUCT CODE) 60558A

Homep cepuun (BATCH NUMBER) 21B02QE

Jdara Beinyceka (DATE of DISPOSITION) 11-03-2021
Tect Pesyaprar Eaunnus Creunuxauus suinveka
OcMonansHoeTs 291 MOcm/kr 260-340 mOcm/kr
Baskocts npu 60 06/aun 78 mITa.c 70-155 mlTa.c
Crepunsrocts Cooteetctnyer CooTsetcTyer

LOGBEM CONEPKHMOTO YIAKOBKH 5.081 MJT

E. Verbruggen, nognucs
MNpouasoacTBEHHBIR hapMauesT, ynonHoMouYeHHoe nuue
14.04.2021 Ctp. 272




Novartis Technical Operations

’ : sa Alcon-Couvreur nv
N O VA R T I S Rijksweg 14, 2870 Puurs, Belgium

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

CEPTUOUKAT CEPUMK
1. HaumeHoBaHue HEBAHAK ® kanau rmasmsie 0,1% Kox 741721
2. CtpaHa nocTaBku Poccus
3. HeiicTByrowee BewecTBO HenadeHak 1.0 mr/mn
4. INekapcTBeHHas ¢opma Kannwu rnasmeie
5. YnakoBka 5 mn BO hnakoHe-kanensHuue «DropTainer»
6. Cepusn 21B02QE
7. [Dava npousBoacTea: 02.02.2021
8. Konuvectso 40160 yn.
9. Mpowussogurens HenadeHak: Kap6oren Amuuc Al Wseliuapus
tapmauesTuyeckon cybcTaHuum
10. lata npouszBoacTea CMm cepTucukaT aHanusa
11. Cpok roaHocTH CMm cepTudumkaT aHanusa

12. HaumeHoBaHue npoussoauTens Ankon-Kyspep H.B. C.A. Rijksweg 14, 2870, Puurs, Belgium

BKINHOYas BbINycKalowWwmm (benbrus)
KOHTpOnb KayecTBa Paspewetwe; 176
13. GMP cepTtudmkar BE/GMP/2018/132
14. PesynbrtaT ananusa C™m ceptudpmkar aHanuza
15. Mpumeyanus HI: JIITO01118-031111 nam, 1-5
PY: JITT-001118
Ynakoska u MapkupoBka COOTBeTCTBYET Tekylwemy H
Bbinu ucnonb3oBawbi cneaywuwme - ¥Ynakoska nepeuuHas 42564/1
MaTepuansi - MHcTpykuma 75362/4

- ¥nakoBka BTopu4Has 43276/2

Hacrosmmm ynoctosepsio, uto nannas HHOpMaLHA MoaHHHE H BepHa.

HanHas cepus coznana/ TNPOMIBEACHA, BKMIOYAS YIIAKOBKY H KOHTPOIIb, Ha BBILICYTIOMAHYTOM MECTE NMPOH3BOACTEA B COOTBETCTBHI C NpaBUIaMu
GMP nokansHoro PETYIATOPHOTO OpraHa W cneunpukarmeii PErHCTPALMOHHOTO YAOCTOBEPEHHS HM nopTHpyiouLed ctpansl. OGpadoTka,
YNaKOBKa 1 aHAIH3 CEPHH COOTRETCTBYIOT TpeGosanay GMP. Haunas cepus COOTBETCTBYCT TpeboBanuaM cTatbi 51 Erponeiickom
IapjamenTy u anpextuse Coreta 2001/83/EC.

E. Verbruggen, nognucs

MpounssoacTaeHHbIH hapmauesT, ynonHoModeHHoe nuuo

14.04.2021




