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JEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCBKIM OBJIACTI

npos. Ceitmausoi Hagil, 3, MKuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

__ BHUCHOBOK |
PO AKICTH BBE3€HOT0 B YKpaiuy JiKapchKoro 3acody

14.02.2024 Ne 4760/24/10

- XOJIICAJL

(Haumeﬂyﬂ AHHA. mrcapcamru 32co0y IrifIHO 3 PeLcTPaliiiniM IOCBIAMEHHIM)
reftb JUIA po*raam opoxHMHK Mo 10 r remro Y Ty0i, mo 1 Tyﬁl B KAPTOHHIH Kopobui

(dopma BURYCKY, RO3YBAHHSA, BHI TAKYBAHHA AIKApCRKOTO 33¢00Y)

Homep peecrpaniitioro nocsiguenrs UA/7298/01/01 crpok aii peectpargiizoro noceigaenns 01.01,2099

Cepis nikapcekoro 3acofy Ne' 308221 KinbkicTs BBe3eHOrO Mikapchroro 3acoby 3350
Bupobuuk _Dapm3ason €ubqga AT, Honmpa
(HAIMEHYBANHA BIPOGHIKA TIKAPCEKOTO sacoﬁy, KpaiHa MOXOMKEHH)
Beeseno » Vpainy Crnijipie yKpaincsKo-ecTONChKe MANPHEMCTBO Y GopMi TOBApHCTEA
3 o6MexeHo10 BianopiganbHicTio "OnriMa-Oapm, JITHA", inent. kox:
21642228

(HHHMEH}'BH.HHH Ta kop 32 €AAPIIOY Iﬂpl{mﬂnm ocobit abo npisBumIE, IM'A, 10 GaTHKOBI tblsntmm
ocofu - mianpremud, i Miclle NPOXKHBRHHA Ta peecTpauiiinuii Homep 06miK0BOT KapTKM [ATHHKA
IOAATKIB ab0-cepis Ta HOMEp NMacIopTa)

Tporoxon sisyaisioroe Konrpoao six 13:02.2024 Ne 0028/7.

3a pesyspTaTaMM JEpKaBHOFO KOHTPOMIO -BCTAHOBJCHO; L0 JUKAPCLKHH 34ciG 'BBE3cHO B Yikpalny 3
JAOTPHMABHAM BuMOr 3aX0H0ZABCTEA U100 3a0e30eMeHHS AKOCT] JIKapCHKHX 3aC00iB.

Tz Hlanasait

" (Inisan Ta npiasame)




Certificate of Batch Reléase / Certificate of Compliance

Ceprndikar naketHoro punycky / Ceprudikar BianoBignocti

[p——

| Release register No./ Peniz peectpy Hi.

RelRegB08934/1

1 Product
i Tlpenapar -

XOJAICAJI rens nns pe';i'eeni' HDpD}Ir:HHHHNEt;lﬂ T B TY6i

Nel

Pharmaeeuueal ferm

R

oromucosal gel

1 Jlikapeska dopma

OPOMYKO3HHIl reJnb

Country of manufacturer
1 Kpaina - BupoOHHK

Poland

Tlosbura

+ Active Pharmaceutical Ingredient strength
Cuna mit

Choline salicylate 87.1 mg
Xoniny caminunar 87,1 mr
Cetalkonium chloride 0.1 mg.

1 Tetankoniro xnopun 0,1 mMr

| Product bulk index

s 44590
BupoOBMunii iHOexC Ganky ) .
Product No. finished index
1 445U
IHAgKC KIHIEBOTO MPOAVKTY . ) |
Batch No. bulk | 308220
| Homep cepii banxy. o T
.ﬁateh No. finished product 308221
OMep cepli TOTOBOL POV KIT, _ 3
Date of manufacturing 08, 2023
_Jlata supobuaunrsa ; _
Expired date

TeMIH FIOAaTHOCTI

¢ 08.2026

Number ef units released to the market

172 000

e AR

{ Package size and type
Po3Mip i THI YIIAKOBKH

o 10 ry Tybax No 1

Number of Marketing Authorization
HoMep peecTpaniiiHoro noceiqieEHs.

UA/7298/01/01

Manufacturing License
Jlinensia ma BEPCOHUIITBO

Certificate of GMP Cemphance of a manufacturer

Ceprupikar pinniosimnocti GMP. srpobuuka

IWSF.405.58.2022.MP1
| WTC/0036 01_03/96

Manufactuning site, packaging, guality control
HajiMeRyBaHua, MICUIE3HAXOMKESHHEA T4 HOMEpP

| JILeH3il UTTHKY BRPOOHUUTRA | KOHTPOIIIO AKOCTI

1 121/0036/15

1+ dapmsason Cnpda A.T., Ilonsuia | | .
58-500 m. Cnensa I'vpa, Byn. Bisuentero [Tona, 2 |, [lonsma. |

................

Storage eenditiens

Store at temperatures below 25°C, do not freeze

_36epiraTy HPM TeMIepatypi He BHine 25°C, He 3aMOPOWVBATH

Test results/ PeaynpTat BUDpoSyRanEk

In the appendix: Certificate of Quality:
Date of 1ssue 19.09.2023

| ¥ popatky: Ceprudixar akocti: Hara surveky 19.09.2023 _:

Certification statement

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the

local Regulatory Authornty and with the specifications in the Marketing Authorisation of the importing country or product.
specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were

reviewed and found to be in compliance with GMP.

3asBa npo ceprudikauiro .
LM f MiTBEPIKYIO, U0 BHITIEBKYA 1659 ';ﬁ-f. CTDB][JHGH:} T4 TOUHOI0: LIk cepia npofykiiil byna BHrOTOB/NEH,
BIJIIOYHO 3 VIIAKOBKOH / MAPKY Bay f’f sem RparETend Kerfn ,\ il FKOCTI HA BULWIE3TATAHEX JUISHKEY, ¥ TTOBHIH BUINORIAHOCTI
3 suMoraMH GMP micueroero r; u nﬂplleggl% f
cnenudikawii TORAPY OA% AOC iu A EAHHX
NEpErnaHyTi 1 BCTANOBICHA B j"'-';:-

Date//lara
20.09.2023

Qualified Persoi/Yopnosakesa ocooa
Signature /Ilinnue
mgr Edyta Kozlowska

(i

':;--"g nudikaiaMe B O3B0 Ha MPOAXK EpaiHi- mneplepa abo -
wigoiys. [Iporoxonn BHpOGHULUTBA, yIaxoBKH 1a aHanisis Gynu.




' CEPTU®DIKAT SKOCT! CEPII

XOMCAN renb Anst pOTOBOT MNOPOXHWUHK no 1018 TyOi Ne1t

Mikpobionoriyna ymctoTa = 3aransHa
KINbKICTE KATTE3AATHNX AEROOHUX
MIKpOOprayiamis

MikpobionoriyHa unmcToTa - 3aransHa
KINBKICTE rpvbiB

Mikpo6ionoriyHa yucroTa -

BigeyThicTs Staphylococcus aureus &

1r

Mpenapar:
Homep cepii : 308221
BupobHuK: Jelfa S.A. lNonewa.
TepMiH APUOATHOCTI 08.2026
Data BupodHMLTBA: 08.2023.
HaTta ananiay: 19.09.23
NOKA3HUKHK BUMOI'NA PE3YNLTATHU
laenTudbikauin caniumnaty xoniny - Ha xpomatorpami A0CNIIHKYBAHOIO po3yMHy  BiANosigae
merton TIIX NAsSMa Mae BigfoBigaTv 3HaverHHw Rf
MMM eTanoHHOIG PO3YUHY
lneHTudikaLis caniymnaTty Xoniny = Yac yTpuMyBaHHA NiKy pedoBYHU, AKa Bignosigae
Meton BEPX BU3Ha4YaeTLCA Ha xpoMarorpami
AOCAIKYBAHOMO pO34YMHY Macg BIGFOBIAATH
Yacy yTpuMyBaHHA MKy Ha xpomaTorpami
CTaHAAPTHOTO PO3YMHY
loerTuddikadlis MmeTunnapabdeny Yac yTpuMyBaHHs Niky PeYOBHHW, AKa BignoBigae
BW3HAYAETBLCA Ha XPOMAaTOrpami |
AOCAIpKYBAHOro po3ynHy mMas BinnosigaTtn
Jacy yTpumMyBaHHA NiKy Ha Xpomatorpami
TTaHapTHCrO po3vKMHy
laerHTndpikauis nponinnapabexy Uac yTprMyBaHHa nixy peUucBrHU, FKa Bifnosigae
BU3HBYAETLCA HA XPOMATOrpami
DOCAIMKYBAHOIO pO3HKMHY Mae BiNoBIAATH
yacy YTPpUMYBaHHS fiky HA XpOMAaTorpami
CTaHAAPTHOrO PO3Y4YKHY
KinbKicHe BiisHavYeHHs canilunaTty 78.0 - 96,0 [mr] 90.0 [mr]
XOniHy B 1 T rento
laeHTUMIKaULIA Xxnopuay UeTaNKoHIK Yac yTpuMyBaHHA Niky PeUOBUHN, AKa" BinoBiage
BU3HAYAETLCA Ha XpoMaTorpami
JOCAIKYBAHOTO pO34UHY Mae BiANOBIOATH
Yacy yTpumyBaHHHA Niky Ha Xxpomarorpami
CTaHOAPTHOID PO3UUHY
KinkkicHe BU3HAYERHA Xnopuay: .07 - 0.13 fwr] 0.10 [mr}
LUETANKOHIO B 1 r rento.
Oomilku- IHAMBIAYansHa AoMilLkE' He Binbie. 0.2 [%)] 0.0 [%]
OoMillikn-- cyma QOMILUOK He Binbwe 1.0 [%] 0.0 %]
BmicT MetunnapaleHny B 1 1 remo: 1.35 - 1.65 [mr] 1.49 [mr]
BmicT nponinnapabeHy & 11 remo 0.72 --0.88 [mr] 0.79 [mr]
Onwne Npo3opa, bezbapsHa, OfHOpiAHa Maca 3 BiANoOBigae
3anaxom aHICoRal onit
PG3aMip YaCTHHOK: He Binbule 80 [MrM] (0 [MKM]
pH 4.5-6.5 6.1

+e binblie 10 KYO/r

He Binble 107 KYO/ir | Y 4

BifinoBinae

Bignosigae [KYO/r]

CropiHka 132




 Gelic>

~ CEPTU®IKAT SIKOCTI CEPIT

ﬂpenapaf: d h XONCARN rene anst potosot nopoxHuHK no 10 7 B Ty6i No1
Homep cepii : 308221

BupobHuk: Jelfa S.A. Tlonuwa

Tepmid npuagaTHocTi: 08.2026

‘JdaTa BupobHMUTBA: 08,2023

Jara aHaniay: 19.09.23

NMOKA3HWNKH BUMOIM PE3YIILTATU
MikpobionoriuHa uwictoTa - BiANOBINaE Bip,n_oaip,ae

BigeyTHicTh Pseudomonas
aeruginosap 1 r

Cepeaua maca svicty 8 1 1y6i He mexwe 10.0 [r] 10.1 [f]

KomeHTapi:
N/A

Mpoaykuist BiANoBiLae BuMoram QCSpec001329/3, UA/7298/01/01

JAata ouiHKu: Bipain Koutporio Axkocrti
19.09.23 . Stepanczak Jaroslaw

CepTudikaT aHaniay reHepyeTLECH KOMM KTePOM, NiANMe He noTpideH.

‘BupaHo: Jjaroslaw.stepanczak AaTa Bupasi: 19.09.23
Cropitka 2 3 2




