HAEPHKABHA CHAYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTHKAMM Y KHIBCHKIM OBJACTI

npos. Csitnurol Haail, 3, M, Kuis, 02099, Ten/diakce: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa EAPIIOY 37078774

BHCHOBOK
Npo AIKICTH BBE3EHOT0 B Y KPaiHY JiKapchxoro 3acody

21.32.2023 Ne 63841/23/10

IHJOKOJIIIP® 0,1%

(naiiMeHyBAHHA AikapCEKOTO 30c00Y 3riZHO 3 PeeCTPANIiHIAT MOCBITUeHHsM)
Kpami ouni, 1 Mr/sur, mo 5 v y graxosi-kpamexsumui; mo 1 diakony-KpaneisHuLi y
KapTOoHHIT Kopobui

(bopma BHITYCKY, TO3YRANHA, BILA NAKYBAHHA NIKAPCHKOTO 32c06Y)

Homep peectpauiitnoro nocsinvenns UA/3260/01/01 crpox i peectpauiiizoro nocsizuens 01,01.2099

Cepia nikapcsxoro zacoby Ne H9831 KinskicTs Bre3eHoro ikapesxora sacoby 980
Bupobinx Hp. I'epxapa Maru XeM.-papm. Pabpur I'mM6X, HiMeywnina
(naiiMeHyRaHHA BitpoGHIIKA AIKAPCEKOro 3ac0By, Kpaina ROXOMHEHH)
Baeacho B Yipainy CrinpHe ykpainchKo~¢écToHEbKe HIINPHEMCTRO Y dropmi TOBApHCTE2
3 obmexenoio pianosinansuicTio "OnriMa-Gapns, JITH", inent. rox:
21642228

{nafimetyBanes Ta kopt 3a €ZIPTIOY sapsuuiymol ocoby alo npissime, iv's, no GaTekosi Gianysoi
ocobi - mianpuenmns, 1 Miclie TPOMHBANAS Ta peccrpatlifingi Hosep 0BTixOBOT KAPTKH TLIATHIKA
rogarkie afo cepis Ta HoMep nacnopTa)

ITIpoToxen sisyaasnoro kourposso pin 20.12.2023 N 4078/4.

3a peaynbTaTaMyt AepaaBHOIO KOHMTPOMRO BCTAHOBNEHO, M0 skapcekmil 3aci6  BEeseno B Ykpainy 3
AOTPHMAHHAM biivor 3aKOHORABCTEA MIOA0 3a6e30CHCHNA AKOCTI AIKAPCEKIX 3ac06iR,

Biraniit BOHFAPEHKO

(initfianc 12 npissHE)




Np. Mepxapa ManH Xem.-chapm. @abpux TmEX, Himed4nHa Dr. Gerhard Mann, Chem.-pharm. Fabric GmbH, Germany

BpyrcOioTTenep Aamm 165/173, 13581 bepnin, HimeudnHa Brunsbitteler Damm 165/173, 13581 Berdin, Germany

Tenecon +48 {0) 30 33043 0 Phone +49 (0) 30 33083 0

charc +49 (0) 30 33093 201 Fax +43 (0) 30 33093 201

Niuensia: DE_BE_ 01_MIA_2021_0041 License: DE_BE_01_MIA_2021_0041

CepTudhixar signoBigHocti: DE_BE_01_GMP_2021_0060 Centificate of GMP compliance: DE_BE_01_GMP_2021 0060
Ceprudikart AKOCTI

Certificate of Quality

-Opepxyeau / Consignee: bayw edg Nom6 Nonblya / Bausch & Lomb Poland

Ne npopykry / Product No.: 06141UA

MpoaykT: IHgokonnip® 0,1%, kpanni o4Hi, TMrmn no 5 mn y dpnakori-kpanensHuLy N2

Preduct: Indocollyre® 0,1%, eye-drops, 1mgimi, 5 mi in the bottle-dropper No1

Liroua peyvosuHa /Active substance: iHgomeTaunH 1mr/indometacin 1mg

BupobHuurso bulk: flabopaTopia WoseH, ®paHuia MNpomuncnosa 3oHa Pinotee O 07200 O6eHa,

®paruis/Laboratoire Chauvin, Zone industrielle Ripotier Haut 07200 Aubenas, France

NaGopatopis LoseH: NiueHnsia: 2021 _019 1 7 Ceprtudikar signogigHocti GMP:
2020/HPF/FR/131

Laboratoire Chauvin: License: 2021_019 1_7 Certificate of GMP compliance: 2020/HPF/FR/131

Ne cepii/ Batch No: H9831

O6’em cepii\ Batch size: 19020 ynakosok /packages

HaTta Bypobunurea/ Manufacturing date: 10.07.2023

Ilata 3akiH4eHHsa Tepminy npuagaTHocTi / Date of expiration: 12.2024

Bunyck cepil/ Batch release: 22.09.2023

Homep peecrpauiviHoro noceigyerHs / Registration certificate number: UA/3260/01/01

OikcHo po/Valid till: 6eccpodHo/unlimited

Nokasuuk/Meron Bumornu PezynuTaTun
KOHTpoOnto BUNPOOYBAHHA
Parameter/Control Specification Result of Testing
method ‘

[Tpo30pICTe POIYNHY Mae OyTy Npo3opum Binnogigae

(€Bp. Papm., gitoda pea.,

2.2.1) Should be transparent

Transparency of the solution

{Ph.Eur. current ed.2.2.1.)

KonkbOopoBiCTb poO3unRy KonbopoBicTb po3vnHy Mae ByTn He

(esp. Papm., giktda pen, IHTeHCcKBHIWeE 32 eTanoH GY»

2.2.2, metop 1) The chromaticity of the solution

Chromaticity of the solution should not be more intense than the
(Ph.Eur. current ed.2.2.2. standard GYZ2
method 1)
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B A U s c H :H;z-f;-g_, L o ;__j:%:;_._;_;_._ ; B
pH 45-55 5.2
(Esp. Papm., giloya pea.,
2.2.3)
pH 4,5-55 5.2
(Ph.Eur. current ed., 2.2.3.)
BinHocHa ryctuHa (€8p. 1.010 — 1.050 1.031
dapm., airoda pef, . 2.2.5)
Relative density (Ph.Eur. 1.010 — 1.050 1.031

current ed., 2.2.5.)

QCcMONANBHICTL
(Eep. Papm., gitoda peq.,

75 - 118 mocmone/kr

97 MOCMORNb/KT

2.2.35,2.2.18)
Osmolality
(Ph.Eur. current ed., 2.2.35, 75 - 118 mosmol/kg 97 mosmol/kg
2.2.18.)
Ob'eM HaNOBHEHHA 5.00 mn - 5.25 Mn 5.13 ml
Filling volume
(weight control)

5.00 ml - 5.25 mi

5.13 ml )

|\AenTudikaLlis:
IKagomeTauunH Ha xpomaTtorpami BunpoSoByBaHOro Biagnoeinac
(€Bp. ®apm., givya pea., PO3YUHY A1, 1ac yTpMMyBaHHSA
2.2.29, PX) CCHOBHOro Niky (HOOMETaLUUHY Complies

Identity:

Indometacin

(Ph.Eur. current ed. 2.2.29,
HPLC)

(6nnaexo 10 x8) mae ¢cnienagatn 3
YacoM yTPpUMYBaHHA OCHOBHOTO MKy
IHOOMETaUUHY Ha XpomaTorpami
PO3HUHY NOPIBHAHHS T1.

On the chromatogram of the test
solution A1, the retention time of the
main peak of indomethacin (about 10
min) should coincide with the retention
time of the main peak of indomethacin
on the chromatogram of the
comparison solution T1.

lneHTUdGIikauis:

Tiomepcan

(€sp. Papm., fitoya pea.,
2.2.29, PX)

|dentity:

Thiomersal

(Ph.Eur. current ed. 2.2.29,
HPLC)

Ha xpomartorpami BunpofosyBaHoro
po34nHy A1, Yac yTpuMmyBaHHsA
OCHOBHOIO Niky Tiomepcany (Snn3bKo
15 xB) mae cniBnagaTty 3 4HacoMm
YTPUMYBaHHSA OCHOBHOTO iKYy
TIOMepcany Ha XxpomMaTorpami poauniy
NOPIBHAHHA (G 3.
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On the chromatogram of the test
solution A1, the retention time of the
main peak of thiomersal (about 15
min) should coincide with the retention
time of the main peak of thiomersal on
the chromatogram of the comparison
solution G 3.

ApriHiH AkicHa peakuif Binnosigae
Arginine Complies

Qualitative reaction
Fiapokcunponin-Bera- AkicHa peakLis Bignosinae
LIMKNOAEKCTPUH
Hydroxypropy!-f- Qualitative reaction Complies
cyclodextrin
Anopuan AkicHa peakuist Binnoeigae
Chloride Qualitative reaction

Complies

MNpoaykTn gerpagauii™™
4-xnopbeHzonHa KuenoTa He Ginswe 0.00022 /100 mn 0.00008 /100 mn

(Cep. apm., giroya pen.,
2.2.29, PX)

Degradation producis™
4-chlorobenzoic acid
(Ph.Eur. current ed. 2.2.29,
HPLC)

NpeACcTaBneHi B
eKBiBaneHTax
HAOMeTalUnHY

(expressed in indometacin
equivalents)

NMT 0.00022 /100 mil

0.00008 g/100 m!

KinbKicHe BU3HaYEHHSA!
l[HAOMETALWH

(Eep. Qapm,, givoda pea.,
2.2.29, PX)

Assay:

Indometacin

(Ph.Eur. current ed. 2.2.29,

0.095 - 0.105 r/100 mn

;JHA *

G
S HopMm ro";

‘f.-

0.100 7100 mn

78\ 00 g/100 m
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BAUSCH+=LOME

KinbkicHe BU3Ha4YeHHS.: »

Tiomepcan 9.0 = 11.0 mri/100 mn 9.7 Mmr/100 mn
((EBp. Papm., aitoya pef.,

2.2.29, PX))

Assay: 9.0 = 11.0 mg/100m] 9.7 mg/100ml
Thiomersal

(Ph.Eur. current ed. 2.2.29,

HPLC)

CTepunbHICTb Mae ByTu cTepUnbHUM Bignosigae
(CBp. ®apm., gitora pea,

2.6.1.) Complies
Sterility sterile

(Ph.Eur. current ed.,2.6.1.)

**. NpoayKTv Aerpafauil ingomeTtaguHy MoxyTs ByTn npeacTasnesi y Burnagi 4-xnopbeH3onHol
KWCNoTW abo B ekBiBaneHTax iHgoMaTaLmHy

* - degradation products of indomethacin can be represented as 4-chlorobenzoic acid or
indomethacin equivalents

Lium 8 nigreepapxyto, WO BULLEBKaA3aHa | hereby certify that the abave information is
iHchopMaLLig € HOCTOBIPHOKS Ta TOUHOt. LA authentic and accurate. This batch of product
cepis npoaykuii Byna BUrotToBneHa, BkMWYHO  has been manufactured, including

3 YNAKOBKOK / MapKyBaHHAM | npoBeaeHOo packaging/tabelling and quality control at the
KORTpONS Ti AKOCTI Ha BULWLE3ragaHux above mentioned site(s) in full compliance with
DinsiHKax, y NoeHIv eignoeigHocTi 3 eumoramn  the GMP requirements of the local Regulatory
GMP micLieBoro perynatopHoro oprasy 1a Authority and with the specifications in the
cneyngikaniamn B O3B0OMNI Ha npogax Marketing Authorisation of the importing
KpatHn-imnopTepa abo cneyndikayil toeapy country or product specification file for

ANA AoChigKYBaRUX NiKapcbkux 3acobis. Investigational Medicinal Products. The batch
[ipoToKoNM BnpOBHULTBA, YNAKOBKN Ta processing, packaging and analysis records
aHanisis 6ynu nepernadyTi | BCTaHOBSIEHA were reviewed and found to be in compliance
Bignosighicte GMP. with GMP,

2 7. SEP. 2023 Dr. Christian Kolln

Nata / Date YnoeHosaxeHa ocoba/

Qualified Person
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