B

AN AACVIL,
GKArJE
CEPTU®IKAT BIAHOBITHOCTI Ne 40000210473
Ha3zBa nikapceroro TIMOKCI, Tabnetku, BKpuTi mniskoBo oGosionkoio, no 400 wmr; mo 7
3ac00y: taGneTok y 6aicTepi; no 1 Gnicrepy B kapToHHiit kopobui. | Tabnerka, BkpuTa

TUIIBKOBOIO 0B0JIOHKOI0, MicTHTh MOKcHsokcauHy 400 mr.
Kon aikapebkoro 3acofy: 1008299

Kpaiua-imnoprep: VYkpaina

Cepis: 1118032

Jata BupoOHunTBa: 04.2024

IIpunaTHuii go: 03.2027

KinbkicTh B cepil: 8996 kopobok

Micue3HaxosKeHH s Bynbeap Onexcanapa Makegoucekoro, 12, Cron'e, 1000, PecnybGnika
BHPOOHHYOT AiJISIHKH: [TiBriuna MakenoHis

3asiBa rpo niaTBEPKEHHS:

JIiicHUM MiATBepOKYIO, IO HaBeAeHa BULle iH(opmalis € TOUHOI Ta nocrosipHoto. [laHa cepis
NpoAyKuii BUpoGJeHa, BKIIOHAOUM MMaKyBaHHS/MapKyBaHHs, a MPOBENEHHI KOHTPOJb il AKOCTI
BMKOHYBABCS HA BHLIE3a3HAueHill Ainanui (ninsHKax) B TOBHiM pianoeigHocti Bumoram HBII,
BCTAHOBJICHHM MICLIEBUM PETYJATOPHMM OPraHOM, Ta BiINOBIAHO 10 crnieuuikauii, ska MICTHTBCS Y
peecTpallifiHoMy 10che KpaiHu-iMnoprepa, abo cneundgikanii, Wwo MICTHTBLCA Y JIOCHE IOCHIIKYBAHOTO
npenapata. 3BiTH PO BUPOOHKLITBO, YNAKOBKY Ta aHaili3 OyJu rnepeBipeHi Ta BiANOBIAAIOTH BUMOraM
HBII.

Ynosuopaxkena oco6a: Bepue Mopanopcka-SHKkoBcka, hapm. criell.,, YNOBHOBaXEHA ocoba
Jlarta Ta yac nignucy: 31.05.2023; 12:35:21

Lieit noKyMeHT chOpMOBAHO B EEKTPOHHOMY BHIIS Ta Aie 6e3 nianucy.






®

ANKARCHAL

CKOMJE

CEPTUGIKAT AHAJI3Y Ne 40000210473

Hassa npoaykry:

Cepin:

JaTa BHPOGHHUTBA:
[TpuaaTuuii no:

Jara Bunycky cepiii:

Haspa supoduu4ol ZiJAHKK:
Anpeca BUPOOHHYOT AISIAHKH:

Peecrpauifine nocsinyeHHs:

Homep niuensii na
BHPOOHHUTBO:

Honmep BHCHOBKY Npo
MiATBEpIKeHHs! BIXMOBIAHOCTI
sumoram GMP:

TIMOKCI, Tabnerkd, BKPUTI IIiBKOBOIO o6ononkoto, no 400 mr; no 7
TabeTok y Grictepi; no 1 Gricrepy B KapTOHHIH xopobui. 1 Tabnerka, BKkpHTa

[UTIBKOBOIO 0BOMOHKOI0, MicTUTh MOKcHduiokcaunny 400 mr.

1118032

04.2024

03.2027

27.05.2024
AJIKAJIONT AJl Cron’e

Bynbeap Onekcanapa Make[noHCHKOro,

[Tigniuna MakenoHis

NoUA/11210/01/02 (tepmin aii HeoGMexeHui)

Ne 18-3953/2 8in 22.05.2019

Ne 175/2023/C-317 Bin 21.03.2023

12, Ckomt’e,

1000, PecnyGnixa

Hapamempu Cneyudricauin Pesynomamu

Onuc Jlosracri ,llBOOﬂ.)’Kﬂi’Ia6ﬂ“3,’TKl/l, BKPHTI M1J1{BKOBOIO OGONOHKOIO, 3 signosinae
PUCKOIO Ha OfIHIA CTOPOHI

Koaip CaiTs0-noMapaHueBuit BiAnoBijae
InenTudurkauns
Moxcuduokcaunt (BEPX) [To3uTrBHA Bianosinae
Mokcuduiokcauun® [Mo3uTHBHA Bignosinae
TuTana oiokcua™ [To3uTHBHA BiAMOBiAac
Po3unnenns He mente 75 % (Q) 3a 30 xB 100 %
Kinbkicue Bu3naueHHs 95,0—105,0 % Bin 3asBeHOT KiIbKOCTI 99,2 %
Mokcndaokcaunt
OauopigHicTs 1030BaAHHX AV <15,0% 2,4 %
oannNIL (PO3paxyHKOBO-BaroBUH
MeTon)
CynyTui gomimrn**
- CrieundikoBani AOMilLKH He Ginswe 0,20 % He npoBoanThCs
- HecreuM]ikoBaHi JOMILIKH He 6inbiie 0,20 % He npoBoanThCH

- cyMa JIOMILIOK

He 6inpwie 0,50 %

MikpoGiosoriuna uncrora***

- 3arajbHa KibKiCTh aepoOHUX
mikpooprauismis (TAMC)

- 3arasbHa KiTbKIiCTh APDKIKOBUX Ta
rnicenesux rpubis (TYMC)

- Escherichia coli

He 6inbiuel0® KYO/r

He 6Ginbe 10> KYO/r
BincytHicts/1 T

He nposoanThest

He nposouuThes
He npoBOAHTLCS

3assa npo ceprudirauiio:

Lis cepis npoaykTa Gysia npoaHanizosana BiANOBIAHO 10 BUMOT GMP i Bignosijnae crieuugikanii.




ANKAACIAD

CKOrJe

* Hepymutiine Qocniosicenus
*& [Tokasiuk 0ochidncyioms nepioduuno minbKku Ha cepii, wo niddacmscst QocidNCeHHIo cmabiibHOCi,
*** [Tokasanux Qocnioacyiomes nepioduuHo Ha 6UNadKoBo GidiGpanux cepix He MeHuie 00H020 Pazy HA PiK.

Iepesipetro Menemrepom naboparopii 3aTBep/XKeHO BiANoBiRaALHOI 0c060I0 3 KOHTPOIIIO
KOHTPOJNIO SKOCTI: AKOCTI 1S KOMCHOT cepil nikapchkoro 3acoby :
Creue [leTpoBcki Fopaaua Mirposcka

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

Lle#t nokymMeHT hopMyeTbCA B €leKTPOHHOMY BUIIISLAI Ta MiAMHCYETHCS eNeKTPOHHHM MiAMHCOM.



ALKALDID
SKOPJE
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 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 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: Verfe Jovanovska-Jankovska, pharm.spec. QP
Date and time of signature: 31.05.2024; 12:35:21

This document is generated electronically and valid without signature.







PAN TS QAN )]

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 :
: Ne 18-3953/2 dated 22.05.2019
: Ne 175/2023/C-317 dated 21.03.2023

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.

11118032

: 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)

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-1R Spectroscopy)* Positive Conforms
Titanium Dioxide (test reaction)* Positive Conforms
Dissolution Not less than 75% (Q) for

a period of 30 minutes 100 %
Assay
Moxifloxacin 95.0-105.0% of the stated

Uniformity of dosage units
Related and degradation products

Any specified impurity
Any unspecified impurity
Total impurities
Microbiological quality

Total aerobic microbial count (TAMC)
Total combined yeasts/moulds count(TYMC)
E. Colilg

amount 99,2 %
AV £ 15.0% 2,4 %

**Periodically test: it is performed on the batch which will be subject
on staility testing only.

Not more than 0.20% Not performed
Not more than 0.20% Not performed
Not more than 0.50% Not performed

**Periodically test: it is perofmred on radnomly selected batches at
least once per year.

Not more than 108 CFU/g Not performed
Not more than 102 CFU/g Not performed
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.




ALK ALCHED

SOPJE

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 capsules in a blister; 1 blister

in a cardboard box. 1 tablet contains moxifloxacin 400 mg.

: 1118032

1 04.2024

: 03.2027

: 27.05.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

: UA/17582/01/01 (validity period is unlimited)
: No 18-3953/2 dated 22.05.2019
: Ne 175/2023/C-317 dated 21.03.2023

Checked by
QC Lab Manager:

Stevée Petrovski
23.05.2024; 13:12:48

Approved by Responsible person for Quality Control
of each batch of medicinal product:

Gordana Mitrovska
27.05.2024; 07:35:42

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



