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NEPHKABHA CJIYIKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTAKAMM y M. KHEBI

npos. Haxii Ceitieranot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

npo AKiCTHL nneaeumo B YKpalny ﬂlK‘ﬁp’CBKOFO: 32¢00y

21.02.2024 Ne 8151/24/26

Kpanai o4Hi, po34nH, 1 Mr/MJr nmoSmay (lmarcom-xpane.rmuum, no 1 paaxony-

__ KpaneJbHHUI B KAPTOHHIA KopoOul
(]mpma BUIBYCKY, A03YBaHHS, Byl NAKYBAMHS) nucapcworo sacoﬁy)

PETP PR Py

Homep peecrparittioro nocsimaenus UA/18961/01/01 crpox aif peectpauiiisoro nocsiagerrs 21.09.2026

Cepis nikapcskoro 3acoby Ne 209001250 KifsKicTs BBE3eHOro0 Jikapeskoro sacoby 25717

BupoGHHK YOPJIZ{ MEZIMLIVH UIAY CAH. BE TUDK. A I, Typeuunna

....... A ATTL TP Al A, -

(HatiMenyBasHa BUpoOHNMKA MikapckKOro 3aco0y, kpama HOXO,H}KCHHH)

Baesero B Vkpainy TosapucTso 3 06Mexeno10 BinnosigzanpnicTio "Tpoxac ®apma
~Yxpaina', ipenr. xkox: 37177201

(HaliMEHYBaHHS Ta KOJ, 38 €,11PIIOY IOPHINYHO) 0c06H a6o NPI3BULLE, iM 51 0 6aTm<0m
izryHoi 0cobu - mignpuemLs, 1 micue (pOKHBANILS T2 peccrpauitinuii HoMmep obikonoi
KapTKK IAaTHYKa roaaTkis abo cepis ra HoMEp [N4cnopTa)

Mpotokon Bizyaneuoro kourposio sig 22.01.2024 N 197/1.
Jla6opaTopHuil anaii3 AKOCTI JIiKapPCHKOro 3aco0y 3AIACHEHNH]!

JIaGopaTopist papmakoneiroro ananizy A1 "Ykpaincekui HayKOBHH (hapMaKonenHnit HeHTP

~ gKOCT] JHKapchKUX 3aco6iB” (M. XapKiB, Bys. ACTPOHOMIYHA, 33) |
(HalimeHyBaHHs T4 MiclicaHaxoLKenHs nadoparopii, o nposena Jra6opamp1mn aHani3 SKocTI)

BHCHOBOK (OO 5KOCTI MKApCHKOro sacaby, Buxanwit nadopatopicio sig 21.02.2024 Ne 132/10524
PezynbTaTi NaBOpaTOPHOTo-anaiisy AKOCTI NiKapesKoro 3aco0y 3a NCPERIPEHUMM NOKA3HHKAMMK BiAHOBI/IAIOTH
BUMOraM METOAIB KOHTPOIO SKOCTI (aHANITHUHO-HOPMATHBHOT NOKYMEHTALIT),

33 pesynsTataMi  JEpPXKEABHOr0  KOHTPOJIK)  BCTAHOBICHO, 110 fikapeLkui  3acid  BseseHo B Yipainy 3
JNOTPUMAHHAM BuUMOT 3aKOHOAGBCTBA WO/O 3a0esneseHis IKOCT] JKapesKuX 3ac00iB.

QOITPONIO)
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Mannfactured by WORLD MEDICINE LACSAN. VETIC AS
Location: 15 Temmuz Mahallesi Cami Yol Caddest
No:50 Gunesh Bageilar/Istanbul, Turkey
[ icenser TR/AUY/2019/12-2

Bupofineio: VORI ME/IITH LAY CAIL BE THUK. ALl
Micueanaxomrensis: 151 ey Maxaeni Jxaad Hoay Lbxazaec
Ne 30 onenint Barmanap/Crambys, Typeaauua

Fligermis: TR/UY/2019/12-2

CERTIFICATE OF ANALYSIS No.40000032793

CEPTH®IKAT AKOCTI

CLODIFEN

KIIOU®OEH | |

eve drops, solution, 1 mg/mi, 5 mi in a flecon-dropper, 1 flucon-dropper
together with a leaflet in a carton box |

xparii o4Hi, po3dnH, 1 Mr/MIL, 0 S My hitaxOHI-Kpane/ b HHI;

no 1 raxoHy-xpaneibHuyi  pasom 3 inempyKyicio O MeOUHHOZ0
sacmocveanns y kapmonnii xopodyl

Diclofenac sodium | mg/mi

Product name:

Hazsa npodyxiy:
Pharmaceutical form,
package type and size:
Jirapcera Qopma, mukn
ma po3mip yNakosKu.

Dosage / potency:

Hosza / cuna Ofi: Nuxaodenaky Harpiro J me/mn
Registration certificate:

Peecmpayitine UA/18961/01/01

FIOCBIOUEHHSL:

Batch no.: 209001250

No cepil:

Batch size:

Pozmip cepil.
Manufacture date!
Tama eupobuuymed:
Expiry date:

Tepmin npuoamnocmi:

25 786 packéﬁages/wm&oeok
09.2022

08.2025

RESULT |

 Pesysomam____|
Conform

| Bionosgidae

LIMIT
| HopmysarHsi
Clear or slightly opalescent,
brownish-yellow solution.
ITposzopuil abo 3pe2Kd ONanecyeHmKUT POSHUH 810
Besbapsnp2o 00 KOPUUHEBO-JICO8INOZ0 KONLODY.

TEST
___HOK(IBH_H?CZ,{-}IKOC}?H'
Appearance
Onuc

colourless 10

Identification
Ioernmuchirayis
- Diclofenac sodium

- Qurnoherar Hampiio

Benzalkonium chloride

~ BEH3ANKOWIIO XTOPUOY

| posyuny  nio
| susHauerHs.

- Xnopudy,

Retention time of main peak which are obtained
from chromatogram of sample solution should be

| comply with retention time of main peak which
| are obtained from chromatogram of standard -

solution.
Yae ympumyEanHs OCHOBHO20 NIKY, OMPUMAHOZ0

Ha xpomamozpami eunpobyeanozo pouury, mae |

gidnosioamu wacy ympumyeaHni OCHOBHOZ0 TKY,
OMPUMAHOZ0 HA XpOMamoepami CIMAHOAPIMHO20
yge NpoBedenHs  KIALKICHOZO

| Retention times of 2 Benzalkonium chloride peak
obtained with sample solution chromatogram |
should be same with retention time of 2
with |

benzalkonium chloride peak obtained
standard solution chromatogram.

Yacyu  YMPUMYBAHHS 2 MIKIB
xnopudy, — OmpuMaHux  Hd

BEHBLIIKOHIIO
XpOMAMOpami

"_-ezmpoﬁyeanoao DOSYUHY, MAIONTS 2BI2ANIUCH 3

YACAMU  YIRDUMYCAMHTHIA
ompumanux.  Hd
emandapMHO20  PO3YUHy  Rio

2 nirie 6eH3qARQUIIO

N ?f;ss:f_ﬂ N M-miﬂf%*;% i ' _
XPOMINOPLEII S,
__,(:f{’ ’lb. M a e & e "*-.\‘*‘.H-_
oS rpededenst N
KINBKICHOSO BUSHAUEHIA, i/ ,::ff‘f// N N

cF o N0 ~

| Conform
| Bionogioae

Conform

“Not less than 5.0 ml
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Maniifactiived by WORLD MEDICINE ILACSAN, VETI C. AS.

Location: 15 Temmuz Mahalless Camt Yolu Caddest
Ne:50 Guaesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-2

Bupotnero: YOPILL MEIUIHH LAY C AH.BE TIOR. &1L

Miciestaxowkenss: 3 Teaprys M anzen| Tixani Moay Jacamnect

No50 Tromensm Baryoxinap/Crandyst, Typenaua
Tinenin: TRAUY/2019/12-2

CERTIFICATE OF ANALYSIS No.40000032793
CEPTH®IKAT KO CT1

TTorasHiky AROCH1I

 Hopmyeanns

 Pesynomam

Hominanenis 06 'em

He amenute 5 mi

OemonsinpHicinnb

- 340 mQcmon /12

“Clarity and degree of Clear or slightly opalescent solution, which of
opalescence | opalescence degree 18 not more intense than that
[posopicme i cmynitie of reference solution II1. | Conform
KRANAMYPIHOCH Hposoputi abo 31e2Kra onaaecyerimHull POIUUH, Bionosgioae
CMYRIHb onanecyeHyil AKo20 HE nepesulyye
o i CHIYHIHD onanecyenyii posyuny NOPIGHANNSA I
Degree of coloration Colourless to brownish-yellow solution, 1s not
Cmyninb 3a0apeReHHA more intensively coloured than reference solution
| BYs. { Conform
| Bio besbapsHoc0 Q0 KOPUUHEGV-ICOBMO20 Bionosioae
KONbOPY pO3UUM, HE Bineut INMEHCUEHO
o sabapenenuil, HJIC po3HUH NOPIBHANNA BYs. | ..
pH 65-80 __ 7.5 .
| Density 1.000 - 1.150 g/ml (&/mn) 1.006 g/ml (2/an)
| I'yemuna_ o L } ) )
| Osmolality 300 - 400 mosmol/kg (mOcmons/xe) 340 mosmol/kg

Particulate contamination
MexcitivHi 8KIOYEH A
|- sub-visible particles

- HeGUOUMI HOCHIKU

{ 2 10 pm: not more than 6000 particles/bottle
| > 25 um: not more than 600 particles/bottle
>0 axnm: He 6inoue 6000 yaCOR/ (PNAKOR

>25 mum: He binvute 600 YACTNOK/ PRAKOH

7 particles/vial

| 0 particles/vial
7 yacmox/pa.
0 wacmor/dn.

-visible particles | Practically free from particles. Conform
| -gudumivacmey '.Hpmcmu%o;sz'gzbmzii, 810 YACMOK Bionogioue
| Related substances

- Cynpogioni QOMIUIKY |

-impurity A Not more 0.5% Not detected

- oomimxa A
- unknown impurity

|« yeidemmuchixosana oomimra

| He invue 0,5%

He invuie 0,5%
Not more 0.5%

He qusacneno
<Disregard limit
< Mesicl GUSLBHCHHA

| ~total impurities Not more 1.0% { Conform
—cymMa QOMIMIOK He 6imwe 1,00 | Bionogidae

Assay of diclofenac sodium
Kinoricne GUSHAUCHHS
Jurnopendary Hampiio

1,0 mg/ml (mr/mn) = 5.0% (0.95-1.05 mg/ml
(ma/mn))

1.01 me/ml (me/mn)

| Assay of Benzalkonium
i chloride

- Kinbxicune uU3HAUeHHs
BeH3anKOHII0 XROPUOY

Sterility
CmepultoHICHb

(Mma/mi))

0.1 mg/ml (mr/mn) = 10.0% (0.09-0.11 mg/ml

1 0.10 mg/ml (we/mn)

Sterile
CmepuibHull
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Wanifactured by WORLD MEDICINE ILAC SAN. VE TIC. A5
Location: 15 Temmuz Mahallesi Cami Yolu Catldesi
No:50 Gunesti Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupoineno: YOPJ MERMIH LTAY CAH, BE THOK. AL
Micueanaxoikersr 15 Temmys Maxannenn Toxami Flony Jixanaeci
NoS( Tionemni Barasuaap/Crambyi, Typesunna

Miensis: TRAUY/2019/12-2

CERTIFICATE OF ANALYSIS No. 40000032793
CEPTUHDIKAT AKOCT?

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned
manufacturing site i fuli conformity with the GMP requirements, established by the regulaiory agency of
Turkey as well as with the specification and control methods of the analytic-normative documentation,
registered in Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conjormity with
the GMP is established.

Llum 5 300610410, WO Nepepaxo8aHa BUle indopmoyin € OOCHNOBIPHOIO i mounoio. I cepis ﬁpaf})?fezgfi"-5yﬂ'cz'.'
GUZOMOBNEHA (BKIIOYMIO U NAKYBAHNI / MAPKYBAHHs) 3 MPOGEOEHHAN KOHMPORIU arocmi Ha GULEBKRAZANIL
gupobnuuiti DinoHuyl 8 wosniil gionoeionocmi 3 sumozomu GMP, 6CIMAROBAEHUMY PeYAAMOpHUM OP2AHOM
Typeuyunu, a WaKoduC Y gionogionoemi 31 cneyugirayiero 1 Memodamu  KOHMPONIO axoemi  (MKA),
sapeecmposanumMu 6 Virpaini. 1Ipomoronu BUPOOHUYMEBC, YNAKOBKU A ananisig oyau nepesnaHyml ma
gemanoeneno gionoaionicms GMP.

- Surname and position of person, approving batch releqse 10 market e S ek
Ipizcuuge ma nocaod / seaniis ocobu, axa sudana 0036 HA BUNYCK cepli v SR

Signature and date, stamp RN

ITionue ma dania niIONUCAHHAL, neyare / wmavinn 29.12.2 022
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