JAEPKABHA CHYKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npos, Caitanunol Haail, 3, m.Knis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo SIKIiCTH BBE3EHOr0 B YKPaiHy JIKapChbKOro 3acody

12.02.2025 Ne 4577/25/10

BIPTAH

{HaiiMeHyRAHHA NikapchXore 3acoby Iriano 3 peecTpaiiituem IOCBIAICHIANM}
reas ounmii, 1,5 mr/r; mo 3 r y Tydi 3 HaKoHeUHKKOM, 10 3ArBHHYYETHCA KOBNAUKOM; 1o 1
Ty6i B KapTOoHNiii Kopobui

(hopma punyexy, I03yBANKS, BIGL T2KYEAUNA NiKapceKoro 3acoby)

Homep peectpauiiisoro nocsigsennn UA/9379/01/01 crpox aif peectpaniiinoro nocsiauenns 01.01.2099

Cepis nirapcexore 3acoby Ne 480602 Kinekicts Bse3eHoro fikapeskoro sacoby 520
Bupo6ink Papuina — Tea ®apmaneyrimi C.aLA., Iranis
(traieHyBaung supolHilka nikapeekore 2acefy, Kpaiia HOXOLKCHHN)
Bneseno n Yxpaliy Chifibie YKPAIHChKO-eCTONEhLKE MAMPHEMCTBO Y dopni ToBapHcTBa
3 of6Mesxeno10 BignosiganeyicTio " Ontima-®apm, JTH", izent. xoa:
21642228

{maitsenyenung Ta ko 1a €APIIOY 1opaar:mol ecofir abo npispnime, is's, mo GaTekoBi Qi)
ocoBI - manpHeMA, Ti Miclie MPOXIEGHAS Ta peceTpaniiixt HoMep obrikeROT KAPTKH NAIATHHK
NofaTKik abo cepis Ta HOMep nacnopTa)

Ilporoxoa sizyansuoro xentpomo sin 05.02.2025 N 0319/1.

3a pEIVALTATAMI JIEPKABHOTO KOHTPOMIO BCTRHOBHEHO, 1O Jikapchkuit 3acih meesemo B Vipainy 3
JOTPHMAHHAM srmor 3050H0328CTA OO 3a0e3NeHEnHNs SKOCTI JHKAPCLKIX 3acobis,

Pz T Omura €PLOMEHKQ

{RANHG) (isktigiie e optiinn)

RN )
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Fantia-Thea Faranoticl Spa,
Vig £, Fart, 50 20018 Setiin Milanoss L)
CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATII3Y

VIRGAN
eye gel 1.5 mglgon S g
1 g of gel contains 1.5 Mg of Ganciclovir
in @ tube with a tip that is sorewad with a cap, on 1 wube in & cardbogrd box with marking
in Ukrainian language
BIPTAH
sent ounudl, 1,5 mele;
1 2 pemio smicmume sanuurnosiny 1 e
00 5 & y my6i @ HAKOHEWHUKO!M, WO 38E6UHYYEMbCH
rosaauro, 1o 1 mybl & kaprmonkii KOpOBUT 3 MapKyeanHam YRPATHCLKOIO MOBOIO

Registration certifivaie Nz UALSTY0N01 of 21.03.2019
Pecormpauiling nossiiueis No UA/G379/01/01 aid 21.03.2019

Valid 8l 4 fitene do; unlimited { HEoBMEHEHHIHA

Type of packaging: on Gainalubewitha tip thatis surewed with @ cag, en 1 ube ina caedboard box with marking in Ukrainkan
language

Yun nagysanna ne Sey 1y B 3 HAKCHOMHUROM, WO BELGURHYEIIRCH KOGIEIKOM, 10 1 ybi g KApIOHHIG KopobLl % MApKysalsiiitg
YRDATHOLIOIO M0G0

Praduct Mo, 7 He npodyimny: E805G8L06

Batch No Ao cepii - 480502
Balch size 7 Poawip copit 12668 praRogORpEKEges

wanufacturing date S/ Hamza aupolunsa 01.1 6.2024
Date of expiration / Fipudamuull o 08, 2047

Date of analysis / fJama aHanizy: 28.10.2024

Manufacher

Applicant,

LABORATOIRES THEA

17 rie Lois Bleriot, 83100 Clermmni-Ferrand Cedax 2, France
Manufacturern

Farmila -Thes Farmaceuticl 8.p.A.

Via Enrico Fer 50, Seftimo Mianese, 20019, Haly
BupnGHur:

AasienL

NIABORPATYAR TEA

12 ayn. flyi Brepio 63100 Kpeprras-Qeppant Cedene 2, Gpauui

BupoGuuk.
dapurifist - Tee apmcnie il G A

syil. Explro Gepwi &0, Corrinn Minasece, 20018, franda

shanuiasiing loense / JiyeHsis supotisa: Farmila Thea Farmaceibal $.0.4. -~ b AMATR023 | Gapuing -Tea Qapraveyiil

483

CarA. - e alidT2023
ot eei v e

A4 of. @ /e




Cod ORISR

TETVEE ——— SPECFIGATION : S
’; AHAII3 CHELMOIKALIS . PE3YNBTATH_|
*Génmhar‘scters' - s . o ;
| Baeanbni GnACMUGOCM] . I — i
| Description Colourless gel ‘ Complies ]
| (Eur, Ph, p2.2.2., method 1) i
Onuc Beabapenul eefte i Bidnogidae %
(aisyanpuud, €ep. Wapm. n2.2.2, wemod 1) il i
" Opalzsoence T ‘ a6 suspension IV : Complie:
(Ear. Ph. p. 221
OnanecleHuis 1
(Cap. papm.n. 2.2.1) ;MW_”_’__.ﬁcrnaf«/@apmﬁa cycneHsis v { Bionosidne
rechanical partictes I tust be free from visible particles Complies
(Internal miethod) § i
Mexariuni JacmKl l e noguHio Byl sUGUMUX YAETTOK 1 Ridnogidac
(MemoduKa komiaii) | '
e — - T i
(Eur. Ph. p.2.2.3.) i
7,05 - 7,45 \ 7,28
¥ B 270 - 330 mOsnikg 307 mOsmolrkg
{Eur. Ph. p.2.2.35.) g
OOMONATLRICTT 270 - 330 mOcmlks | 307 mOcwone/ke |
(Cop. Gapu.n2.2.35) !
“Viscosity R 75000 - 58060 mPa.s 52205 mPa.s 3
(Internal method) i ;
B sakicTs 42000 -~ BBO00 ma-c | Ba208milec
{MeToamia Komnanii) & )
Hi!mg wesight ) 2 52 g |
| (Internal method) | [
| Maca suicmy myBu | 5.5 1
11 {(MeTopura RoMnaHiny . ~ ! ! o
'identification Ganciclovie - “~Relention tme of the psak of |
: (Method HPLC, Internal method) ganciclovir in the chramatogram of |
| | test solution must correspond ol that |
| i of the principle peak in the
E l chromatogram of standart solution of %
| Remmudirauin saHUUKROSIDY ! ganciclovir { Complies
| (Memod BEPX, MEmOOUKA KOMIEHIT) U Yac ympustysaitis 0GHOBHOZC rika ‘
i § He XpoMamozDami BURPOBOBYEaROED Bidnoeidas
x POZHUHY HOSUHEH gidnogi0amu vacy
! | ympumyealits OCHOSHOZO flixa Ha
E Xpomamoapanti pOSHUHY
| CIIaHOBpIMKHOR0 BPASKE
Cldentification Benzalkonium chioride intion time of the peak of )
| (Method HPLC, Internal method) henzalkonium chloride in the
§ chramatogram of test salution must
!, ; cerraspond of that of the principle
{ peakcin e chigmatogram of standart }
ﬁ | solutien of benzalkonium ealoride Complies ;
! !




) Théa

Farnita-Thoa Framacouticl SpA
Yis £, Forml, 50 20019 Setlimo Milnosd {hH}

Tk U236 VO3 LR

JBeHmuhikalis GensankoHio XAGEPLY Hac ympumysaHts OCHOBHOEO nika | Bionogidac
{Memod BEPX, Memodurs KoMnani) Ha xpomamospami aUNPHEOEYRIHOZ0
POTULHY HOBUHEH sifinogitani vacy
YIpUMYSanis 0GHOGHOS0 fika Ha
xpomamozpam poaiunry
cmaGapmicar 3paska BOHIENKOHIID
xnopldy
{dentification sorbitol The spot corresponding to sorbitol in
{Method TLC, Internal method) the gel and in the sorbitol reference
N o . solution must be at a refatively sirnifar Complies
Genmudiikauin coplimy . R,
(Memod TUIX, memodusa somnaHis) . i
OCHOEHA RNSMB Ha xpomamozpani Bidnoeidas
BUNPOBOAYBAHOZN POIUUNY coptimy
gidnogidae 3a anaveHHsaM Ri
oeHosHil ansl na xporamozpai |
I CGHIAPMIHOZ0 POSYUHY copbimy
lcjaerxtific:étian carbopol The gel léﬁi’seﬁgs and formgtion o
{Method of precipitation, Intermnat method) white voluminous precipitate Complies
Idenmuiaia kapsonony takes piace.
(Memod ocadenHs, HemoOuKa Komnani) lent cmae pidsun { 6i06yaaemucs Bidnoeidae
ymaopeHHs Bingeo CUpHUCITIOE0 ‘
ocady
Assay ganciclovir {0,143 - 0,158 g) 0446 g
{Method HPLC, Internal method) 0,16 % 5% v
KifibKioH® GUIHANQHHS SaHUUKI0SIDY {0,143~ 0,168 a) 0146 t
(Memod BEPX, weamoduka Komnaniy 0,15+ 5% '
Assay benzalkonium chioride (0,00665-0,00805 g)
{Methed HPLC, Internal method} 000754 7,5% 000749 ¢
KinbKicks GUsHaveHis CeHsankoriio Xnopudy
! (Memod BEPX, premodiuxa Komnadif) (0,00695-0, 00805 8) 0,0074% ¢
000755 7,5 %
frpurities
(Mathod HPLC, internal method)
Lowmiiku
(Memod BEPX, MemoduKa KOMOIANI}
- unknown individual impurity £086g/M100¢g 0,2 gM00 g
- ponidoma intusidyansna JonilKa s0862/100¢ { 0,28/100¢
~ guaning £0,5¢/100¢g 01 gM00g
- ayanin < 0,5 e/100¢e 0,1 a/100 2
- propienic agid ganciclovir £1,50/100 ¢ 0.4 g00g
- APONIROBOT KUCNGML zaHUuRIoan % 1,58/100 ¢ 04 e/100¢€
- total fmpurities <2,6g/100g 0.7 g/100 ¢
- oymn QoK g 2.8 2/M1002 0,7 100 2 l
Sterifity Must be sterile Sterile !
(Eur, Ph. 2.8.1.) !
CrnepunsHICH Tnsutey Gymi SmepunbHuM CmepunsHud 1

(€ep. Papw. 2.6.1)
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LoA 0915 VT LKR

nila-Thea Farmnacowtich SpA

Vi B Fermni, 60 20019 Satima Witanesy (M
Declaration of ceification:
| hereby confirm that the above information is authentic and accurate. This batch of medicinal products has
been manufactured (including packaging / labeling) and passed quality control at the above mentioned
manufacturing site, in ful compliance with the requirements of the GMP established by the local Regulatory
Authority and according to tha Specifications of the Registration Documents approved in Ukraine for the
medicinal product being tested. Production, packaging and analysis prolocois have been ravised and GMP
compliance has been established.
Rasga npo copmiugbikayio;
Ll s niGMeepAyio, e QUILEBEKA3AHA inghoprmallin € GOLMOBIPHCIO | IMOYHOI. flaya cepls nikapchrozo
3acoby Byna supobneHa (BXAIHa0U yrakoeky / Maprysans) | npoilusng KoHmpors sKoCmi Ha 3a3HaueHil
SUROGHUUL GinbHUL, & rosHIl gidriosidHocHl 3 gUMOEaNML MBI (GMP) semanosneHuiil mictgsin
Peaynamaoprim Opaanom i seidno Creyugiadil Peesampatiilinux BOKYMEHITIG, JAMBepOKeHIX & Vipaiti 0118
JDoCHhRY8aHDE0 NIKEPTLKOEN sacoby. [pomakonu auUpOBHULMER, Nakysakts ma auaniie Byno nEPesipeHo
& SCMaHosNEHe aidnoGiGHIcHb GMP.

CONCLUSION! BACHOBOK
Batel s released in conformity on the current version of the Virgan Quality Control Methods SP PF.O016
Copin eunyweha y sicnoaiduocmi do dioyor sepci smemndia Kourmpomo Skocmi” B‘ipe;)fm SP PEQOTE
, . AR
Laura D Benedsttof Naypa Ji Eeweae't“ro:gmﬂéfxb 1 j
Qualified Person Deputy / 3acmymHiK Kaanigirosanol oeobu

Date / [lama: ﬂ»;” AU Jora?
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Batch Cortificate for Me

Product Mame
Product Coda
Dosage Form
Strength/Potency
Batch Numbar
Expiry Dale
Package Sizo
Manufaciuring Date

Analytical Cerlificate No,

Nurmbier of Released Units

Country

Markating Authorization No.
Manutacturer

Authorization No. Maradacturing Site

Remarks

R il ke S A

| horeby corify that e aliove frefarrpation s

product have been carrfed cut Intuding quadity cosdral in fll com pliance with the

with requirements of the EU ang of

ihe ot descabod shove was teviewad and all the ¢

the requirersants oullingd in the Master Manufanturing JoCUMBas.

Srecifivations and any dovialion was thomug

Trig batoh

Cerrmmnity,

Quah.md Parson

Dy, Lawa D Renedelto

tion Mo, slDT-23/2014
Ay AU

Authioniz

Rolease date:

B ) v <3 e R G

ed

Catificate No., BOTRBLIZY

ficinal Produst

Virgan

55065106
Ophthalmic Gel

1.5 mgly Ganciclovir
480602

09/2027

5¢

01/10/2024
040000032460
12.668

Ukraing
UA/8375/01/01
Farrmila Thea Farmaceutict S.p.A.

aivi-47/2023

- R D BB B TR D DD

aspects of manufaciuring and packaging ware juslgad ac

ohiy roviewed and solved hefore he release.

mecks soceplance reguirements and it is released according to cure At ruing governing medcl inal products

autherdic and asourate and thal all the manufaciuring stages of thls balsh of finished
GMP al the above mentionad site in full comnpliance
the Markating Authorisation(s) of the destinetion country/countries, The desumentation partinest {o
coplabile and consistent with

A the componanis warn analysed o . retenssd in oomplianse with

in the Buropes

LABQRATOIRES

Théa

pdr

LEUTICE 5.0 A son un?ra waloniste
This SAS ton s A0 -Faresad, Froncia

Td 43302 Ffzxﬂ‘il)l 385180

"ﬁ"‘\}?@?‘?:( Codine U
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