antibiotic

CeptudikaT Ha cepilo AnA NiKapcbKoro 3acoby

MoCBiAYeHHA

Ne 1272
Ha3sBa npoaykry AKIMBA
Kpaina — BupoOHuUK Bonrapis
Homep peectpauiiinoro UA/20358/01/01

Cuaa aii Ta aKTHBHICTB

1 MJ1 po34MHY MiCTHUTB OJoNaTafuHy 1Mr (y BUrIAaL
TiAPOXJIOPULIY)

Jlikapceka popma

KparuJii 04Hi , pO3ulH 1Mr/Mn

Po3mip Ta THN yTaKOBKH

1o SMn 'y ¢akoHi - KpareapHuLi, 1o 1 GrakoHy - KpanenpHULI
y KapTOHHi# KopoO1Li

NPUAATHOCTI

Howmep cepii 322324

Po3mip cepii 12 000 ynakoBok
JlaTa BUPOOHHUTBA 09.08.2024
JlaTa 3aKiHYeHHS TepMiHy 08.2026

Ha3sga,
aapeca,
HOMep JIileH3ii:

BAJIKAH®APMA-PA3I'PAIL AL
By.1. Anpincko Bacranie 68, Pasrpan 7200, boarapis
Homep miuensii : BG/MIA-0450




IToka3znuk Meron Bumorn cnienudgikaunii Pe3yibTaTH KOHTPOJIIO
KOHTPOJIIO

30BHILIHIH BisyanbHe [Tpo3opa piavHa [Tpo3opa pianHa

BHIVISI BU3HAYECHHS

InenTndikauis

- OnonartajguHy €sp.Dapm.2.2.29 Yac yTpUMyBaHHs OCHOBHOT'O Yac yTpuMyBaHHsS OCHOBHOTO

riapoxnopl/ln /MOHOI‘pa(biﬂ I1Ka Ha XpomaTorpaml T1Ka Ha XpoMarorpami
®apm. CLLIA B?IHpO§OByBaHOFO PO3YUHY Ma€ .BI/II'[pC')GOByBaHOFO PO3UUHY
OﬂOl'laTl/I,llHHy B.UII'[OBIIIaTI/I yacy yTpHMYBaHHH gmnosmae qacy y'I:pI/IMyBaHHSI
Fi)lpOXJTOpH)I MiKa oJiornaTtaauHy riipoxXjopuay MiKa oJIoNnaTaguHy riApoxXjopuay

- Bensankoniro

OYHUH PO3YUH

€sp.Papm. 2.2.25

Ha XpoMartorpami po3yuHy
MOPiBHSHHSA;
CrieKTpH pO34UHY TOPIBHAHHS Ta
BUIPOOOBYBAHOIO PO3YKHY
MaroTh OyTH iJEHTUYHUMHI

Yacu yTpUMYBaHHS MiKiB
OeH3aJIKOHIIO XJIOpUY Ha

Ha XpoMaTtorpami po34nuHy
TIOPiBHSHHS;
CrieKTp¥ pO3uMHY MOPIBHAHHS Ta
BUIIPOOOBYBAHOIO PO3UMHY
imeHTHUHI

Yacu yTpHMyBaHHS MiKiB
OeH3aJIKOHIIO XJIOpUY Ha

XJIOpHUI
XpOMaTorpami BUIPOGOBYBAHOTO | XpOMaTOrpami BUITPOOOBYBAHOIO
€ep.Dapm. 2.2.29 PO34KMHY MatOTh BilNOBiAaTH pO34MHY BiANOBiNAIOTE Yacam
yacaM yTpUMYBaHHs MiKiB yTpUMYBaHHs MiKiB 6€H3aIKOHII0
OeH3alIKOHII0 XJIOpuIy Ha XJIOpHIY Ha XpoMaTorpami
XpomaTorpami po3unuHy pO3YKHY MOPiBHAHHSA
MOpPIBHAHHSA

3oBHIiIHIH

BUIJISIA PO3YHHY

- TIposopicTs €pp. ®apm.2.2.1 [Tposopuit [Tposopuii

PO3UUHY Bt o ) B L. .
. Ui, He IHTEHCHBHILUE,
- KoTbopoBicTh €ap. Papm. 2.2.2 e30apBHHUii, He IHTEHCHBHILIE, e30apBHI i cH
Hi eTanoH By Hi eTaoH By
PO34HHY

pH €ap. ®apm. 2.2.3| Bin6.5 1075 7.1
MexaHiuHi
BKJIIOYEHHS
- Buoumi €sp. Dapm. [TpakTU4HO BiNbHUH Bil BAAMMUX Bixgnosinae
YaCTUHKHU 2.9.20 YacTUHOK

- Heuanmi €gp. Papm.

YaCTUHKHU 2.9.19

= 10 mxm He 6inbLue, Hix 6000 107

=25 MKM He Ginbure, Hixk 600 20
06’em , mo BumiproBanus He meHure, Hix 5.0 5.1
BHTATAETHCH
mJ1/(pi1akoH

I

CEPTH®IKATIB

BnaHK BUpOOHMRE




CynpoBiani €Bp.Dapm.
JOMIIUKH , Yo 2.2.29/
-Tomep E moHorpadis He Ginbue, Hix 0.3 He BusBIEHO
- Jlomimka B ®apwm. CLLIA He 6inbuue, nix 1.0 He BusiBnIeHO
. | Ounomnat
OnonaTallm.{y b | He 6inpue, i 0.3 He BusiB/eHO
kapbanbaeriz TIAPOXJIOPHI,
- Jomimka C OYHHUHM pO34HH He Ginbiue, Hixk 0.5 He BusiBIeHO
- Bynb-sika inima He 6inbrue, Hixk 0.5 He BusiBneHo
JIOMiLIKa
- Cyma 1oMiLIOK He Gineiue, vixk 2.0 He BusiBIIEHO
Bwmicr
Benzankoniio €gp.®apm. 2.2.29 | Bin 0.095 10 0.110 0.097
XJIOPHY, MI/MJI
Bwmicr €sp.Dapm.
OuonaTaauny, 2.2.29/
Mr/mJ MoHorpadis
®apm. CILIA Bin 0.97 no 1.05 0.99
OnonatuauHy
riapoxjopun,
OYHUH pO3YHH
OcmoasuibHicTh, |E€Bp. Papm. .
4 281
MOcMmoJb/Kr 2:2n30 B 2500 340
1.2
B’saskicTh, MmIlac Cap. Dapu. Bin 1.0 1o 1.4
2.2.10
€sp. Gapm. 2.6.1
CrepHibHiCTD MemOpaHHa CrepunbHuii CrepuibHuii
dinbTpauis

L{uM 5 3aCBiUyIO, IO HaBeeHa BULLE iHOPMALLis € JOCTOBIPHOIO Ta TOYHOIO. LIro cepiro npozlyxuu
OyJo BHpO6IlCHO BKJTFOUYAIOYH HaKyBaHHH/MapKyBaHHH Ta TPOBENEHO KOHTPONb 1 AKOCTI Ha
BUIIE3a3HAYEHIN ATbHUL Y TOBHiH BianosigHocti 3 Bumoramn GMP, BcTaHOBIEHUMA MICLIEBUM
PEryATOPHUM OPraHoOM, @ TaKOX BiIMOBIAHO [0 crielMiKaLii, Wo MICTAThCA Y peecTpaLinHOMy
JOChE KpaiHu iMropTepa, abo Qaitny cneuudikawii ams JOCTTiKYBaHOrO JIIKapehKoro 3aco0y.
TIpoTOKOMM BUPOGHMLITBA, TTAKyBaHHS Ta aHaNi3iB GyJI0 NEPErAHYTO Ta BCTAHOB/ICHO BiIMOBIAHICTD
GMP. [TpoayKT BUITYCKAETBCS HA PUHOK.

Im'st yOBHOBaKeHOT 0c0O0H, SIKA 3aCBiAYMY€ NApTiio:

Neli Minkova

VYoBHOBaXeHa 0coda
BAJIKAH®APMA — PA3IPAII ALl
Bysn. Anpisncko BacTaHie 68,

7200 Pasrpan, Bonrapis

Iixnuc ynoBHOBaKeHOT 0co0H , SIKA 3aCBIYYE cepilo : /mignucaHo/

JaTa mignucy : 27.08.2024
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antibiotic

BATCH CERTIFICATE
for Medicinal Product

number

No. 1272
Name of product AKIMBA
Manufacturing Country Bulgaria
Registration certificate UA/20358/01/01

Strength/Potency

1 ml of solution contains olopatadine 1 mg (as hydrochloride)

Dosage Form

eye drops, solution 1 mg/ml

Package size and type

5 ml in a dropper bottle, 1 dropper bottle in a carton box

license number:

Batch Number 322324

Batch Size 12 000 packs

Date of Manufacturing 09.08.2024

Expiry date 08.2026

— BALKANPHARMA-RAZGRAD AD

addre,ss, 68 Aprilsko vastanie Blvd, Razgrad, 7200, Bulgaria

License No BG/MIA-0450

Balkanpharma-Razgrad AD

{-350B4) 813318 0 g weantibiotic.hg

68. Aprilsko vastanis Bivd g
14359 134) €34 272 VAT BGB20043828

Razgrad 7200, Bulganig

United Bulfgarian Bank

Bonk Code UBBSBGSF BAN BGEBUBBS72701010030210




Parameter Method of Requirements of The results of control
control specification
Appearance Visual Clear liquid Clear liquid
determination
Identification
- Olopatadine Ph. Eur. 2.2.29/ |The retention time of the The retention time of the
hydrochloride USP monograph | principal peak in the principal peak in the
Olopatadine chromatogram of the test chromatogram of the test
hydrochloride solution should correspond to solution corresponds to the
ophth. solution |the retention time of the peak retention time of the peak of
of Olopatadine Hydrochloride Olopatadine Hydrochloride in
in the chromatogram of the the chromatogram of the
reference solution; reference solution
Ph. Eur. 2.2.25 |{The spectra of the Reference The spectra of the Reference
solution and the Test solution | solution and the Test solution
should be identical are identical
- Benzalkonium Ph. Bur, 2.2.20
Chloride The retention times of the peaks | The retention times of the peaks
of Benzalkonium chloride in the | of Benzalkonium chloride in the
chromatogram of the test chromatogram of the test
solution should correspond to solution correspond to the
the retention times of the peaks | retention times of the peaks of
of Benzalkonium chloride in the | Benzalkonium chloride in the
chromatogram of the reference chromatogram obtained with
solution the reference solution
Appearance of
solution
- Clarity of solution |Ph. Eur. 2.2.1 Clear Clear;

- Colour of solution

Ph. Eur. 2.2.2

Colourless, not more intensely
coloured than reference

Colourless, not more intensely
colored than reference solution

solution B B,
pH Ph. Eur. 2.2.3 6.5t0 7.5 Tl
Particulate
contamination
_visible particles  |Ph. Eur.2.9.20 |Practically free from visible Corresponds
particles
- sub-visible Ph. Eur. 2.9.19
particles
>10 um Not more than 6000 107
225 pm Not more than 600 20
Extractable Measurement Not less than 5.0 5.1
volume, ml/bottle
Related Ph. Eur. 2.2.29/
substances, % USP monograph
- lsomer E Olopatadine Not more than 0.3 Not detected
- Impurity B . Not more than 1.0 Not detected
- Olopatadine hy?r{J chl(;rlc}e Not more than 0.3 Not detected
carbaldehyde ophith. solution
- Impurity C Not more than 0.5 467 "“"""’o\

- any other impurity
- total impurities

Not more than 0.5
Not more than 2.0

‘g*s Q‘@

Balkanpharma-Razgrad AD

68. Aprilsko vastasie Bivd
Razgrad 7200, Bulgaria

United Bulgarian Bank

Bank Code UBBSBGSF




Content of Ph. Eur. 2.2.29 [0.0951t0 0.110 0.097
Benzalkonium
Chloride, mg/ml
Content of Ph.Eur. 2229/ |0.97to 1.05 0.99
Olopatadine, USP monograph
mg/ml Olopatadine
hydrochloride
ophth. solution
Osmolality. Ph. Eur. 2.2.35  |260 to 340 281
mOsmolkg
Viscosity, mPas |Ph. Eur.2.2.10 [From1.0t01.4 12
Sterility Ph. Eur. 2.6.1 Sterile Sterile
Membrane
filtration

I 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
Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP. The product is released to the market.

Name of the Qualified Person certifying the batch:

Neli Minkova

Qualified Person
Balkanpharma - Razgrad AD
68, Aprilsko Vastanie Blvd.

7200 Razgrad, BULGARIA / ) %‘?;:': N
/ / e
Signature of the Qualified Person certifying the batch-{ Mg}}iﬁﬁ
/,’,@;?33:3’6%}5/ -
Date of signature: £J 08 ALY _/4;;(3""‘:,}@“-" "/
«4,;.,.“
v

Balkanphsrme-Razgyrad AD 68, Aprilsko vastanie Bivd 1 -360 i84} 613 38 hphrazizaatibiotic.bg
Razgrad 7200, Bulgarie { +359 (B4} €34 272 VAT BGBIG043823

United Bulgarian Bank Bank Code UBBSECSH BAN BGS8UBRS73701010000212




JAEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCbKHA OBJIACTI

npoB. Ceitanynol Haxii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOI0 B YKPAiHY JIIKapCchbKOro 3acedy

25.09.2024 , ) Ne 47887/24/10

AKIMBA

(naiiMeHyBaHHs J1IKapchKoro 3aco0y 3rijiHO 3 peeCTpallifHAM [10CBIIYEHHSM)
Kpami ouHi, po3uun 1 mr/mut; no S ma y ¢urakoni-kpanenbuuui, no 1 puiakony-kpaneabHui
y KAaPTOHHIN KOpoO1Li
(popma BuTyCKY, 103yBaHHS, BU/ MTAKyBaHHS JiKapchbkoro 3acody)

Howmep peecrpaiitnoro nocsiguenns UA/20358/01/01 crpox nii peectpauiitnoro nocsimuenns 15.02.2029
Cepis nikapcrkoro 3acoby Ne 322324 KinbkicTh BBe3eHOr0 Jikapchkoro 3acoby 5832

BupoGHuk BAJIKAHOAPMA-PA3I'PAJT A/, bonrapis

(HaliMeHyBaHHsA BUPOOHMKA JIKapChKOro 3aco0y, KpaiHa MOXO0KEHHS)

Baeseno B Vipainy ToBapucTBo 3 00MekeHo0 BianosigaanHictio "JAEJIBTA
MEJIIKEJL", inent. kon: 39448817

(naiimenyBanns Ta koa 3a €JIPTIOY ropuauynoi ocobu abo npissuiie, im'si, 1o 6aTeKoBi GizHuHOT
0co0H - mianpueMus, Ti Miclie TPOKUBAHHS Ta peecTpaLiiHuii HoMep 00iKOBOT KAPTKH MJIaTHHKA
nozaTkiB abo cepist Ta HOMEp rnacropra)

IMporokoa Bizyaasuoro konrpomio sin 23.09.2024 N 2840/1.

3a  pesynpTaTaMH  JIGpXKaBHOTO KOHTPOJIO  BCTAHOBJCHO, IO JIKAapchKWif 3aci® BBeseno B YkpaiHy 3

AOTPHUMAHHAM BHMOT 3aKOHO/IaBCTBA 1110/10 3a0E3MCUCHHS AKOCTI JIIKapChKHX 3aC00iB.
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JIEP’)KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBChKIN OBJIACTI

npos. Ceitmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpainy Jikapcbkoro 3acody
24.04.2025 Ne 19851/25/1011
AKIMBA

(HaitMeHyBaHHA TIKapCLKOTo 3acoy 3riaHO 3 peecTpaniiinumM NoCBiAYEHHAM)
Kpanai ouni, posunn 1 Mr/ma; no 5 Ma y gpaakoni-kpaneabnui, 1o 1 guakony-kpanebHuui
vV KapTOHHIH KopoOui

(hopma BHMYCKY, T03YBaHHA, BHI TAKYBaHHA TIKapchkoro 3acody)
Howmep peectpauiiitoro nocsizsenns UA/20358/01/01 crpox aii peectpaniiinoro nocsiruenns 15.02.2029
Cepia nikapcwkoro 3acofy Ne 322324 KinbkicTh BBe3eHOrO Tikapebkoro 3acoby 5604

BupobHuk BAJIKAH®APMA-PA3I'PAJL AJl, Bonrapis

(naiimenyBanns BUpoOHHKa JiKapchKoro 3acofy, KpaiHa Noxo/xeHHs )

Baesero B Yipainy Tosapuctso 3 odmezkenolo Bianosinaasuictio "JIEJIBTA
MEJIKEJI", izent. xox: 39448817

(naiiMenysains Ta koa 3a €IPIIOY ropnanunoi ocobn abo npiseuute, imM'a, no GaTekoBi QI3HYHOT
0cobu - nianpuemus, i Miclle MPOKUBAHHA Ta peecTpaLliiinuit Homep 00:11k0BOT KAPTKH NIATHHKA
nozartkis abo cepisa Ta HOMEp nacnopra)

Iporokoa Bisyansnoro kontpoio sia 22.04.2025 Ne 1274/1.

3a  pesyibTaTaMM JIEDKABHOrO KOHTPOJIIO BCTAHOBICHO, M0 Jikapehkuii 3aci0  BBeseno B Ykpainy 3

JOTPHMAHHSM BHMOT 3aKOHO/IABCTBA LLO/10 320311 eHHSA SKOCTI JIKAPChKHX 3aco0iB.
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