ANRK AR
GKOrJE
CEPTU®IKAT BUIITOBITHOCTI Ne 40000193801
Ha3zsa JjiikapcbKoro JIOTAP®, Tabnerkn, BkpuTi MiiBKOBOIO 0BOJNOHKOW, Mo 100 mr; no 15
3aco0y: TabeTok y Gnictepi; no 2 GnicTepy B KapTOHHIH xopobui. | Tabnerka, BKkpuTa

[J1iBKOBOIO 0BOJIOHKOIO, MICTHTB J103apTaHy kanito 100 mr.

Kon Jikapebkoro 3acoby: 1004387

Kpaina-imnoprep: Ykpaina

Cepin: 1100418

JlaTa BUPOOHHITBA: 01.2023

IpupaTnuii x0: 12.2025

Kiabkicrs B cepii: 4790 xopobok

Micue3HaxosKeHHs Byneaap Onekcanapa Make1oHCBKOrO, 12, Cxon'e, 1000, Pecriybnixa
BHPOOHHYOT MIISIHKH: TliBHiuna MakeoHis

3asBa npo niaATBepAKEHHS:

JlificHuM MIATBEpILKYIO, IO HaBeaeHa BHLUE iHgopmallis € TOYHOK Ta noctosipHoto. JlaHa cepis
npoaykuii BUpoOsieHa, BKIIHOUYAIOUH MaKyBaHHS/MapKyBaHHs, a IPOBEACHUH KOHTPO/b M SIKOCTI

BUKOHYBaBCA Ha BHILe3asHaueHill Ainsuui (AlisHKAX) B MOBHi} BiAMOBIAHOCTI

pumoram HBIT,

BCTAHOBJIEHMM MICLEBHM DEryJISITOPHUM OPraHOM, Ta BiAMOBIAHO 10 cneuddikauii, ska MiCTUTBCS Yy
peecTpalifiHOMY [OCke KpaiHu-iMroprepa, abo cnewmdixauii, o MICTHTBCA Y 0CHE AOCIIIKYBAHOTO
npenapara. 3BiTH Mpo BUPOGHULITBO, YIIAKOBKY Ta aHaniz Gynu nepesipeHi Ta BiANOBIAAIOTL BUMOraM

HBII.

VioBHOBaskeHa ocoba: Kcenis Bpsinosa Minenkosiu, gapM. cneil., Y oBHOBaXKEHA ocoba

Jlata Ta uac mignucy: 06.03.2023; 16:12:34

Lle# 1oKyMeHT c(pOpMOBAHO B EJIEKTPOHHOMY BUIJIAAI Ta i€ 6e3 nignucy.






ARKAARLIVIL,

CKOMJEeE

CEPTU®DIKAT AHAJII3Y Ne 40000193801

Hassa npooykry: JIOTAP®, tabiieTku, BKPUTI IU1iBKOBOI OGOJIOHKOI, TIO 100 mr; mo 15
Tabnerok y Gnictepi; mo 2 GricTepH B KApTOHHIH kopobui. 1 Tabnerka, BkpHTa
[1IBKOBOIO 0GOIOHKOI0, MiCTUTB Jlo3apTaHy kasito 100 mr.

Cepisn: 1100418

JaTa BupoGHMUTBA: 01.2023

Mpunathuii no: 12.2025

Jata BUmycKy cepiii: 06.03.2023

Ha3zpa Bupo6HI40T QISHKA: AJIKAJIOIT A/l Ckor’e

Aapeca BUPOOHHHOY QiJISTHKH: Bynbeap Onexcanapa MakeiOHCHKOrO, 12, Cxom’e, 1000, Pecny6bnixa

[Tisuiuna MakeoHis

Peectpauiiise nocsigueHHs: NeUA/11210/01/02 (Tepmin aii HeoOMesxKeHuUit)
Homep gineHsii na Ne 18-3953/2 8in 22.05.2019
BHPOGHHUTBO:

Homep BHCHOBKY PO
niaTBepLKeHHs BianoBiaHoCTi Ne 533/2020/C-943 Big 20.10.2020
gumoram GMP:

Iapamempu Cneyudixayisn Pespnomamu

Onmuc Kpyrii JIBOOITYKTi, BKPHTI IITBKOBOIO OGOIIOHKOIO, TAONETKH BiANOBiAAC
CBIT/IO-KOBTOIO KOJILOPY 3 PUCKOIO Ha O/IHiH CTOpOHI

laenTudiraunis Yac yTpHMyBaHHs M1iKa JIo3apTaHa Kauis Ha xpomarorpami

e[JlosapTaa KaJis ZOGIDKYBAHONO PO3HHHY TOBHHHO BilIOBIZATH HaCy ) )
yTpUMyBaHHs Mika nosapTana kaist PC3 Ha xpomarorpami BIATOBLAAE
CTaH/APTHOTO PO3YHHY

_ CMl-le Kostip MiATBEPIIYE MpHCY THICTb 37113 okcuna. UepoHHuH He MPOBOLHTLCA
*[3ayiza oxcna (KOJIbOPOBA KOJTip MiATBEPIDKYE NPHCYTHICTB 3a13a.

peaxwis)*

Ienmidikartisn NiATBEPIKYETHCH, AKLLO |pamMaHOBCHKH CTIEKTD,
o(Tutany niokcun* (u-Paman) 3HsTHiL A8 TUTIBKOBOT 0BOJIOHKH JOCTIDKyBaHHX Tab/ieToK, HE TPOBOANTLCA
moskHa BimxecTH o cniextpa TiO2 (B 0aHif 3 TPBOX
ronimopdHuX hopm-araTas, py abo OPyKIT) LIIAXOM
MOpIBHAHHA OTPUMAHOTO CMIEKTPa 3 PAMAHOBCBKMM CTICKTPOM
CTaHIAPTHOTO 3pa3Ka, LLIO 30epiracTbes B 6a3i AaHMX Npriaa.

Turana pioxenn® (konboposa IenTrdiKaLlis MATBEPMKYETHCA, AKILO YTBOPIOETHCH

peakLis) roMapaH|ieae abo NoMapaHeBO-1epBOHE 320apBIeHH. BIATIOBIAC
Po3unHEHHS He menme 75 % (Q) uepes 30 x8 1004 %
KinbkicHe BU3HAUCHHS 95,00-105,00 mr/Tabn abo 99,07 %
JlozapraHa kaJlis 95-105 % Bij 3aABNEHOI KiIbKOCTI

OaHOopiAHICTE 1030BAHUX AV<15% 1,9 %
OAMHHLb

CynyTHi JoMIlIKK

OAMHWYHI HOMIKH He 6Ginpue 0,20 % 0,00 %
Cyma JoMilloK He 6inbe 0,50 % 0,00 %
MikpoGiosoriuna uncrora**

3aranbHa KiJIbKicTb aepoOHHX He 6inbuwe 103 KYO/r <10 KYO/r
mixpoopratismis (TAMC)

3arasnbHa KinbkicTs apixmxosux Ta | He Ginbuie 102 KYO/r <10 KYO/r

nicenesux rpubis (TYMC)
Escherichia coli/r [ToBuuHa 6yTH BiACYTHS Bi/INOBIIA€




ANK AN

CKOMJE

3asiBa npo ceprudikauiio:

Llum 3acsinuyio, o Hapefena Bullle iH(pOpMALA € aBTEHTHUHOIO Ta TouHow. Lia napris npodyKTy 6yna BUIrOTOBNEHA,
BK/IOYHO 3 MaKyBaHHAM/MapKyBaHHAM Ta KOHTPOMEM SKOCTI Ha 3a3HAYEHMX BHILIE BHPOOHMYIM miowaaui y MNOBHiii
BinoBigHocti 00 Bumor GMP BcTaHoBieHi Micuesum PerynaTopHuM opraHoM Ta crnedudikauiid, wo mictateca y
peecTpauifiHoOMy 10Che ANs 3abe3nedeHHs BiANOBIAHOCTI BUMOram AepkaBHOi peectpauii abo y crieuudikauii npopykry
AAs HOCHIAHMUBKMX JliKapchbkuX 3aco6iB. 3anucu womo o6pobku, nakyBaHHS Ta aHanizy uiei naptif 6yau nepesipeni i
sianosisaioTs BUMoram GMP.

*Ilepioanune nocnimKeHHs: aHaiis MPOBOAATE HA MEPUIMX TPHOX cepinx, NoTiM 3a BUMAAKOBUM BinbopoM cepiii, e
MEeHLLE OJIHOTO pa3a Ha piK

**[1epionnune NOCIKEHHA: aHaNi3 NPOBOAATE HA BUMALKOBO BinibpaHux cepisix, He MeHILe OHOrO pasa Ha pik

Cepis cepTndixosana: Keenis Bpsinosa Minenxogiu, gapm. crewr., YnosHosaxera ocoba
Jara Ta yac nignucy: 06.03.2023; 16:12:34

Le# nokymeHT JopMyeThCs B €IeKTPOHHOMY BHIISAI Ta MiAMUCYETHCA e1EKTPOHHIM MiAMHCOM.
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ALKALCID
SKOPJE

CERTIFICATE OF ANALYSIS No. 40000193801

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 :

: LOTAR® film-coated tablets, 100 mg, 15 tablets in a blister, 2

blisters in a cardboard box. 1 film-coated tablet contains: losartan
potassium 100 mg.

11100418

:01.2023

:12.2025

: 06.03.2023

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
UA/11210/01/02 (validity period is unlimited)

: Ne 18-3953/2 dated 22.05.2019

Ne 533/2020/C-943 dated 20.10.2020

Parameters

Specification Results

Appearance

IDENTIFICATION

Losartan Potassium

Iron Oxide

Titan Dioxide

Titan Dioxide

DISSOLUTION
Losartan

ASSAY

Losartan

UNIFORMITY OF DOSAGE UNITS
Losartan

Round, biconvex, light
yellow, film-coated tablets
with a break mark on one side Conforms

**Periodic test: it is performed on the first three batches, then on randomly
selected batche at least once per year.

Retention time of losartan

potassium in test solution

chromatogram corresponds

to the retention time of

losartan potassium RS in

standard solution chromatogram Conforms

***The blue colouration

evidences the presence of

iron oxide.

The red colouration

evidences the presence of

iron : Conforms

***The identification is positive if the recorded

Raman spectra from the film of the

examined tablets can be assigned as spectra of TiO2

(in one of the three polymorphic forms, anatase,

rutile or brookite) by Raman spectra deposited in

the instrument database. Conforms

**The identification is positive
if orange to orange-red

colouration develops. Conforms
Not less than 75.0% (Q),for
a period of 30 minutes 100,4 %

RELATED AND DEGRADATION PRODUCTS

Individual impurities
Total impurities
Microbial contamination

Total aerobic microbial count(CFU/g)
Total comb.yeasts/molds count (CFU/g):
E. Colifg

95.0-105.0% of the label claim 99,07 %
AV £ 15.0% 1.9 %
not more than 0.20% 0,00 %
not more than 0.50% 0,00 %.

**Periodic test: it is performed in randomly selecte batches, at least
once per year.

Not more than 10* cfu/g <10 cfulg
Not more than 10* cfu/g <10 cfulg
Should not be present Conforms
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CERTIFICATE OF ANALYSIS No. 40000193801

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

: LOTAR® film-coated tablets, 100 mg, 15 tablets in a blister, 2

blisters in a cardboard box. 1 film-coated tablet contains: losartan
potassium 100 mg.

: 1100418

: 01.2023

:12.2025

: 06.03.2023

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

: UA/11210/01/02 (validity period is unlimited)
: Ne 18-3953/2 dated 22.05.2019
: Ne 533/2020/C-943 dated 20.10.2020

Parameters

Specification Results

Certification 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.

Batch Certified by: Ksenija Brzilova Milenkovikj, pharm.spec. QP
Date and time of signature: 06.03.2023; 16:12:34

This document is generated electronically and signed with an electronic signature.
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ALKALLOID
SKOPJE
CERTIFICATE OF CONFORMITY No. 40000193801

Registered Name of Product : LOTAR® film-coated tablets, 100 mg, 15 tablets in a blister, 2
blisters in a cardboard box. 1 film-coated tablet contains: losartan
potassium 100 mg.

Material Code : 1004387

Country : Ukraine

Batch Number : 1100418

Date of Manufacturing : 01.2023.

Expiry Date : 12.2025.

Quantity Shipped : 4790 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: Ksenija Brzilova Milenkovikj, pharm.spec. QP
Date and time of signature: 06.03.2023; 16:12:34

This document is generated electronically and valid without signature.







