(9) 10866/100-18 a.laBbigoBCKOE, yn.fa4yHan, ctpoevue 2 000 "ApxuMen”

| OO0 "Hosapmuc @apya”

! 3apezucmpuposano : Mexcpaiionnas uncnexijus GHC Ne 46 no & Mockse QI'PH 1067761778083 om
1 27.12.2006

| Aopec:1233135, 2. Mocrea. Jlenunzpadckut npocnexm, 0. 72, xopnye 3.Terepon: 8(495)967-12-70.

| B auye:Tenepaivnstit oupexmop Koneposa H.A.

Hosepennoe nuyo: Tiopun A.B.

Joeepennocme: 6/ on 04.07.17

3ASABJSIET, YTO

nekapemeennoe cpedcmso. Mudpuayun, kanau exazmie 1% 15 man, aaron-kaneawnuys "Dropiainer™" (1)

nauxi xapmonnsie, pez Ne IT N014551/01 om 08.08.2008 (dama samensi 28.09.2017) avioarno Hosapnue Papva

| Al Wiseiyapus, cepus 18C30EE, napmus 72080 ynaxoeox, 20den 0o 30.03.2021, npoussodemea ¢.a. Anxon-

| | Kyspep n.6., beavous, s.a. Alcon-Couvreur n.v., Rijksweg 14, B-2870, Puurs, Belgium, xoo OKII/12

| 21.20.10.261, koo TH BOA 3004490009, xoumpaxin Ne NPHLLC-2012 om 01.05.2012, unsotic Ne 20001336433
om 18.03.2018

COOTBETCTBYET TPEBOBAHHAM
, [T N0I43551/01-080808 wzm. Ne 1-2
| NEKJIAPALIASI TPUHSITA HA OCHOBAHUHN

| | npomoxon ucnwimanuii Ne 18-003610 om 29.05.2018 000 "HIJJIC "Buomexronoeus”, ammecman
| | axkpeoumaipue RA.RU.21PM04, Cepmucpuxam POCC BE.®M11 .C69064 om 29.05.2018
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CEPTUDUKAT AHAJINIA
Certificate of analyses

Haspauue npenapata (PRODUCT NAME) Muapuauua, kannp raasusie 1% 15 v
(Mydriacyl, eve drops 1% 15 ml)
[MpousBoamrenn {(Manufacturer) c.a, Ankon-Kyspep u.8., beabrusn

Aara npownssoacrea (MANUFACTURING DATE) 30/03/2018 741634
Ionen no (EXPIRE DATE) 30/03/2021
Koa erpans (COUNTRY CODE) RU

HOMEP /115l CCbLIKH (VO REFERENCE NUMBER) 201805529

KO MNPOIVKTA (PRODUCT CODE) 603538

HOMEP CEPHUH (BATCH NUMBER) 18C30EE
Onucanue (Appearance) CooTpercTByeT(pass)
Moanuunocth Tponuxkamuga (ID Troplcﬁmide) CooTeercrByeT(pass)
Nonnuunocts  Gewsankowus  xnopuma (ID  Benzalkonium CooTreTtcTByeT(pass)
chloride)
[MpoapaunocTs (Clarity) po3payHblii
LiseThocTn (Color) becuseTHbIH
pH 4.6
Mexannueckie Bemiovenns (Partuculate matter) OTrcyteTayer

NocTopounne npumech (TTpoAYKTBI JECTPYKUHH TpOMMKamnaa)
(Foreign Impurities, Tropicamide Degradation Products):

Anotponukamua (Apotropicamide) 0% oT 3aABNEHHOTO COAEPHAHHS TPOMHKAMMAA
(% of tropicamide)

Tponoeas kncnora (Tropic Acid) 0% ot 3asBNEHHOTO COAEpKAHNA TPONHKAMMAA
(% of tropicamide)

JlioGas npyras wnauenoyansHas npumeck (Any other single 0% or 2asBaeHHOro cofcpkanus TPOMHKAMHAA
impurity) (% of tropicamide)

Cymma npumeceit (Total impurities) 0% oT 3aSBNCHHOTrO COAEPXKAHIS TPOTHKAMMIA
(% of tropicamide)

KonuuecTreimioe onpeaenciue (Assay):

Tponukamua (Assay Tropicamide) 100.6 % or sasenchHoro comepaanns (% of
label)
Bensankonna xntopua (Assay Benzalkonium chloride) 109 % ot 3asBneHnoro coaepwanus (% of
label)
. CTepHABHOCTS (sterility) CrepunbBblit (sterile)
> {mnekacmblii o6vem (Fill volume) 15.318 ma (ml)

‘e Tﬁi:i%‘cduct has been produced in accordance with the E.C, directives and GMP requirements, It complies with product specifications as per
“produtd dossier. All product requirements are fulfilled, the specifications are met and the product is released for sale.
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Industrial Pharmacist
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