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ANKANDL
CKOMNJUE
CEPTHU®IKAT BIAIIOBIAHOCTI Ne 40000210473
Ha3sgpa nikapcbKoro TIMOKCI, TabseTku, BKPUTI MIIiBKOBOIO obosnonkoto, no 400 mr; no 7
3acoQy: TabnerTok y 6aicrepi; mo I Gaicrepy B KapToHHii kopobui. | Tabnerka, BkpuTa

[TiBKOBOIO 0BONOHKOIO, MICTHTE MOKcHdokcaty 400 mr.
Koa nikapebkoro 3acoby: 1008299

Kpaina-imnoprep: Yxpaina

Cepist: 1118032

aTa BUpoOHUUTBA: 04.2024

TlpuaaTuuii K0: 03.2027

Kinbkicrb B cepii: 8996 kopoGok

Micueznai&oﬂb«exgnn Byabsap Onekcanapa Make0HCEKOrO, 12, Cxon'e, 1000, Pecrny6nika
BUPOCHHIOT AIISAHKH: [Tigniuna MakegoHis

3asgBa Npo MiATBEPIDKEHHS: =~ -

HificHuM MiATBEpANCYIO, O HaBeleHa BHINE indopmallis € TOUHOIO Ta [OCTOBIPHOIO. Jlana cepis
nposykuil BupobiieHa, BKIIOUYAIOHH naKyBaHHsA/MapKyBaHHs, a MpoBeAEHHH KOHTPOJb T SIKOCTI
BUKOHYBABCS HA BHLIE3asHaueHi AisaHUI (ninsiHkax) B TMOBHIH pignosigHocti Bumoram HBII,
BCTAHOBJICHMM MICLIEBUM pEryJsTOPHHM OPraHOM, Ta BiJTOBIAHO /IO crietndikauii, ska MiCTHUTLCS Y
peecTpaliiHOMY [0ck€e KpaiHU-iMrnopTepa, abo crienwdikalii, o MICTHTBCS Y [I0CBE€ JOCHIKYBaHOrO
npenapara. 3BiTH PO BUPOGHMLTBO, YTAKOBKY Ta aHani3 Gysv nepesipeHi Ta BiANOBIAAIOTH BUMOTaM
HBIT.

Ynosropaskena ocoba: Bepue Mopanoscka-sIHKoBCKa, Gapm. crett, YnosHoBaXeHa 0coba
lara Ta yac mignucy: 31.05.2024; 12:35:21

[eit fOKyMEHT chOPMOBAHO B €NEKTPOHHOMY sursigi Ta e 6e3 mianucy.
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ALKALOID
SKORJE
CERTIFICATE OF CONFORMITY No. 40000210473
Registered Name of Product : TYMOXY film-coated tablets 400mg , 7 capsules in a blister; 1 blister
in a cardboard box. 1 tablet contains moxifloxacin 400 mg.
Material Code : 1008299
Country : Ukraine
Batch Number : 1118032
Date of Manufacturing : 04.2024.
Expiry Date :03.2027.
Quantity Shipped : 8996 SC
Address : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Confirmation Statement:

| hereby certify that the above information is authentic and accurate. This patch 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 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.

Qualified Person: Ver&e Jovanovska-Jankovska, pharm.spec. QP
Date and time of signature: 31.05.2024; 12:35:21

This document is generated electronically and valid without signéture.
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ALKALOHD

SKOPJE

CERTIFICATE OF ANALYSIS No. 40000210473

Product Name

Batch No.

Mfg Date

Expiry Date

Date of Release

Name of the manufacturer
Address of the manufacturer

Marketing authorization number
License number
Conclusion of GMP compliance

: TYMOXY film-coated tablets 400mg , 7 tablets in a blister; 1 blister

in a cardboard box. 1 film-coatedtablet contains moxifloxacin 400 mg.

1118032

: 04.2024

: 03.2027

1 27.05.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

: UA/17582/01/01- (validity period is unlimited)
: Ne 18-3953/2 dated 22.05.2019
: Ne 175/2023/C-317 dated 21.03.2023

Parameters Specification Results
Appearance ""‘Oblong. biconvex filmcoated -

tablets with break

mark on one side Conforms
Colour Pale orange Conforms
Identification *Non routine test
Moxifloxacin (HPLC) ' Positive Conforms
Moxifloxacin (FT-IR Spectroscopy)* Positive Conforms
Titanium Dioxide (test reaction)* Positive Conforms
Dissolution Not less than 75% (Q) for

. aperiod of 30 minutes 100 %

Assay
Moxifloxacin 95.0-105.0% of the stated

amount 99,2 %
Uniformity of dosage units AV £ 15.0% 2,4 %
Related and degradation products **Periodically test: it is performed on the batch which will be subject

on stallity testing only.
Any specified impurity Not more than 0.20% Not performed
Any unspecified impurity Not more than 0.20% Not performed
Total impurities Not more than 0.50% Not performed
Microbiological quality **Periodically test: it is perofmred on radnomly selected batches at

least once per year. .
Total aerobic microbial count (TAMC) Not more than 10° CFU/g Not performed
Total combined yeasts/moulds count(TYMC)  Not more than 102 CFU/g Not performed
E. Coli/g Shoul not be present/1g Not performed

Certification statement:

This batch of product has been analyzed according to the GMP requirements and complies with the specification.

FORMO004063/3

@ qualityaustria
ke Ref.Doc:SOP002363/v.v

SYSTE ERTIEIED
150 5001:2015 00103841

150 14001:2015 No,001841%
150 45001:2010 Ho.0987310
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@

ALKALCIED
SKOPJE
CERTIFICATE OF ANALYSIS No. 40000210473
Product Name - TYMOXY film-coated tablets 400mg , 7 capsules in a blister; 1 blister
in a cardboard box. 1 tablet contains moxifloxacin 400 mg.
Batch No. : 1118032
Mfg Date : 04.2024
Expiry Date : 03.2027
Date of Release : 27.05.2024
Name of the manufacturer : ALKALOID AD Skopje
Address of the manufacturer - Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : UA/17582/01/01 (validity period is unlimited)
License number : Ne 18-3953/2 dated 22.05.2019
Conclusion of GMP compliance : Ne 175/2023/C-317 dated 21 .03.2023

Checked by i Approved by Responsible person for Quality Control
QC lL.ab Manager: . of each batch of medicinal product:
Stevée Petrovski . Gordana Mitrovska
23.05.2024; 13:12:48 e - 27.05.2024; 07:35:42

This document is generated electronically and signed with an electronic signature.

, qualityaustria FORMO004063/3
SYSTEN X Ref.Doc:SOP002363/v.v

150 9009:2015
150 14001:2015 Ho.001 1414
150 45001:2018 Na.00873/0
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AAKAADINA
CKOME
CEPTU®IKAT AHAJII3Y Ne 40000210473
Ha3ssa npoayKTy: TIMOKCI, Tabnetku, BKpUTi IIiBKOBOIO obononkoio, no 400 mr; mno 7
TabreTok y Grictepi; mo 1 GuicTepy B KapToHHi# kopobui. | Tabnierka, BKpHTA
[iBKOBOIO OBONOHKOIO, MICTHTh MOKCH(IOKCALHHY 400 wr.
Cepist: 1118032

Jlara BUPOOHUUTBA:
Ipuaarnuii 10:

JlaTa BUDYCKY cepiii:

Hasea BUpOGHIUOT MIJISIHKH:
Afpeca BUPOGHUYOT AISISIHKM:

Peccrpauiiine mocsixdeHHst:
Homep JiineHsii na
BUPOOHHIITBO!

Homep BHCHOBKY Npo

sumoram GMP:

nigTeepIsKeHHs BiANOBIIHOCTI_ _ -

04.2024

03.2027

27.05.2024

AJIKAJIOII ALl Cxor’e

ByneBap Onexcanipa Make[OHCBKOTO,
ITipniuyna MakenoHis

12, Ckor’e,

NeUA/11210/01/02 (Tepmin aii HeoOMeNEHHH)

Ne 18-3953/2 Bin 22.05.2019

Ne 175/2023/C-317 8in21.03.2023

1000, Pecnybuixa

- cyma JOMilIoK

He 6inbiue 0,50 %

Hapamempu Cneyudikayin Pesynvmaru

Onuc Hosracri ApoortyKl Ta6n§n<n, BKPUTI [UTBKOBOIO OGOJIOHKOIO, 3 Bignosinae
PHCKOIO Ha OfiHil cToponi

Kosip CaiTno-noMapanyeB1i BiAnosigae
InenTudurauus 3
MoxkcudokcaumH (BEPX) [TozuTHBHA BiAnoBinac
MoxcudokcauuH® TTosuTuBHA Bianosigac
Turana giokeun™ [TosuTUBHA - BignoBigac
Po3unHeHHR He mentue 75 % (Q) 3a 30 xB 100 %
KinbkicHe BUSHAUEHHSI 95,0-105,0 % Bin 3asBJIeHO! KiNbKOCTI 99,2 %
MokcndnokcaurH
OpauopianicTh A030BAHKX AV <15,0% 2,4 %
oMb (PO3paxyHKOBO-BArOBHH
METOIL)
CynyTtni gomimku**
- CrieudikoBani AOMILIKH He 6inswe 0,20 % He npoBOAKTLCS
- necrieuydikoBaHi JOMiLLIKH He 6inbiie 0,20 % He npoBoanThCS

MikpoGionoriuna yuctora®**

- 3arasbHa KiJbKicTh aepobHHUX
MiKpOOpraHismis (TAMC)

- 3arafibHa KifbKiCTh APDKIKOBHX Ta
nnicenesux rpu6is (TYMC)

- Escherichia coli

He 6inpuel0? KYO/r

He 6inpuie 102 KYO/r
BincyTaicTs/1 T

He nposoaunTLCA

He npoBoAKHTECH
He npoBoAWTLCH

3asiBa npo cepTHdikauiio:

115 cepis mpoxykTa Oyna npoaHanizoBaHa pinnosigxo a0 BuMor GMP i pinosinae crieuudikauir.
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AAKANGNL.
CKONJE

* HepymunHe 0OCHIOCeHHA
%% [Toraznik 00CaiOACYioms Nepiodu o minbKu 1na cepii, wo niddaembes 00CIOdICERHIO cmabinenocmi.
®6% [Torcasanuk OOCHiookyiomy nepiodudno na gunaokoso 6iQibpanux cepix He MeHuie 00H020 pasy Ha DiK.

IMeperipero MeHe1KEpOM Taboparopii 3aTBEPIIKEHO BIANOBIAALHOIO 0COBOI0 3 KOHTPOIIO
KOHTPOJIIO AKOCTI: aKOCTI AN KOXHOT cepil nikapeskoro 3acoby :
Crepue [lerposcki i I'opaana MiTpoBcka

23.05.2024; 13:12:48 ~ 27.05.2024; 07:35:42

Lle# nokymeHT thopMy€ETbCA B ENEKTPOHHOMY BUMILAL T2 MIATTHCYETHCA €1EKTPOHHUM MiZMHCOM.



AEPIKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHU Y KHIBCEBKIN OBJIACTI

npoB. Caitixanoi Haafi, 3, m.Knin, 02099, rer/haxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKICTh BBE3€HOT0 B YKpaiHy JiKapchKoro 3acody

13.12.2024 Ne 56157/24/10

TIMOKCI

(HaiiMenyBaHHA JiKapchrore 3acoly 3riauo 3 peECTpauifiiM NoCRiTHEHHRN)
TafueTKy, BKPHTI IUliBKoBOIO 060i0nKo:0, no 400 »r; no 7 Tabnerok y 6aicrepi; mo 1
GaicTepy B KapToHHil Kopohui

(thopaa snTrycKy, TO3YRAHHA, BitH NAKYBaITHA AIKAPCLKOTO 3ac06Y)

Homep peectpaniiisoro noceigsenus UA/17582/01/01 crpox aif peectpaniiizoro noceigvennn 16.08.2024

Cepia nikapesxoro 3acody Ne 1118032 KinekicTs BBE3€HOTO Aikapeskoro sacofy 72
Bupobuux AJIKAJIOIT Al Cxon'e, Pecniy6nixa Iisniuna Maxesowis
(mafiMenysannns nupobanka Tikapirkoro 3acoby, kpaiia HOXOmKEHHE)
Baeseso B Yrpainy Crizble yKpalHehKo-eCTORCbKe MANPHEMCTBO Y opMi ToBApHCTBR
3 ofmeskenomo sinnosiganpnicrio "OnriMa-®apym, T, inexr. kog:
21642228

{nafimexyBanHs T2 kof 3a €JIPTIOY ropnanunol ocobit abo npisenwe, is's, no Batskesi dianmsot
ocobir - niarpuesita, i sicue npowizanus T peecTpaltiiiiii Homep oBAIKOROT KAPTH IAATHIKA
nonarkis ado cepis Ta HoMep Macnopra)

Oporoxon risyaasiore konrpome eig 30.10,2024 Ne 3344/14.
TlaBopaTopurii aHani3 sxocTi mikapeskoro 3acody spificHernii:

Jaboparopis 3 koHTPOMIO sKOCTI Aixapepkux 3acobis TOB "IOBPOBY T-JIKUJIAB" (m, Kuig,
Byi. Hosropon-Cisepenka, 6ya.3, HemuTIOB] NpuMimienss 92)

(maliniesrynamiz Ta MicuesHAXOAKERHA NafopaTopii, Mo Nporena naGopatopmuit ananis skocti)
Bucrorok woae Axocti srikapcesxoro sacody, simanyit nadoparopieto ig 12.12.2024 Ne 1825-24

PesyasTati n2opaToproro ananily axkocTi nikapesKoro 3acofy 3a nepesipenuMu nokasHMKaMi BIINOBINAIOTE
BEMOTAM METOSIB KOHTPOMO AKOCT] {AHARITHIHO-HOPMATHEHOT HORYMEHTALIT).

30 pesynbTATAMH JEPAABHOIO KOHTIPOAID BCTAHOBICHO, WO Jixdpebkmil 3aci6  paeseHo B Vipaiy 3
AGTPHMAHHAM sunor 3aKoH0AaBCTaa NI0A0 3a6C3HCYEHAA AKOCT] NIKapObKIX 3ac0biR,

Omsra EPEOMEHKO

dxaHiionio) {ninnuc) (ixdnjamy T npizexine)
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