AEPZKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCBKI OBJIACTI

npoe. Ceitansuoi Hapif, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.uva, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpainy nikapchKoro 3acody

27.02.2025 Na 7483/25/10

KOHBEPIYM

(ualiMesypapus JikapcEKoro 3acoBy aTIAHO 3 peecTpautifites nocpinyeHmHaM)
Tabaerkn no 150 mr no 10 rabaerox y Gaicrepi, mo 3 GaicTepn B ynaxosui

{thopwa sURYCKY, A03YBAHKA, BIA NMAKYEAHUA MKaperkoro 3acoby)

Homep peecrpanifisoro noceiauesna UA/12201/01/01 erpox aii pecctpaiiinoro nocsimuerns 01.01.2099

Cepin sivapenxoro sacoby Ne ESE101 Kinexicrs Bsesesore aikapeskoro 3acoby 35
Brpobunx Menoxemi JIT/ (HerTpanszuii 3ason), Kinp
(HnliMeRypsHuR BupoOHHKA Tikapcskoro aacoby, Kpaiia NoXomKenNs)
Baeseso & Vipaiuy Crinbye yrpailchbKo-ecToHCbKe HIANPHEMCTEO Y dopmi ToBapicTRa
3 o0Mexenmo Bignosigansuictio "Onrista-Oapn, ITHY, ient. woa:
21642228

{(mafiverryBanA Ta koA 3a EAPIOY 1opuanynol ocofir abo npizeswe, iv', mo Garbkost Giansol
ocofin - mignpuemua, i Micue IpoxMUBaRHR T2 peectpauiiiruii Homep oBaikonol KapTRY DNaTHHRA
mogarkis abo cepin Ta HOMep ntacnopTa)

TIporoxoa Bisyansiors rewrpoano sig 21.02.2025 N 0504/7.

3a  pesymbTAaTamit  AEPRKABHOTO KOHTPOMIC BCTAHOBNEHO, WMo  JHKApchkuil 3aci6  seesemo s Yipaiwy 3
AOTPUMAIHAM BiMor 3aK0HOAABCTEA MIOAC 3aHSIICUCHHSA AKOCTI NiKApCHKUX 3ac06iB.

Ozmsra EELOMEHKO:

Lhidnion e Bpideiisic)




Menoxemi JTH (Henrpansiuit 3asos)
1-10, Byn, KORCTAHTHHY BOICC

Jhisaccoun, 3011, Kinp
Jiueusin nomep: 032

HBIT Cepradirar Ne: MEDO1/202 1001

CEPTH®IKAT SIKOCTI

{Tpenapat: KOHBEPIYM, tabnerky no 150 mr
Ynaxosxa: no 10 radaerok y Guicrept, no 3 daicreps n kapToHniil ynakosi
Hara supoOunursa: 05/2024

Cepin No: ESE10]

Nokyneun: «TOB « XOK «bioxony Ykpaiua Vpiaaraunit ao: 05/2027
Hominanuuuit smicr: 1 tabaetra mictute: ipbecaprany 150 mr
Poamip cepils 6666 ynakonok
Pecerpauifive nocsiguennn » Yrpaini: UA/12201/01/01
Norasunkn Bumorn cuenndivanii Pesvanraru

Qute bini, xpyrai, noocki tabrerky, 3 pUekow, aiamerpos | Binnosinse
Oamspko 10,5 MM,

Cepeanst maca 300,0 My +5 % 300,9 mr

Tabjaerkn

Ouanoepinuicrs Y sianosianocri 1o €sp.d. 2.9.40 1,7

A030BRAUX

L

Posnaxanus He Diabwe 15 x5 | xBuina

Crupanicrs He Gispe 1,0 % 0,00 %

Lientudiranis L. Yd-cnexrp sunpoOyBanoro posunHy noBWHEH Bixnosinac

ipbecaprany BLINOBLIATH CHICKTPY CTAHAAPTHOIO PO3HHHY
2. Yac yrpumyBanus niky ipbecaprany Ha xpomarorpami | Bianosizae
BHIPOOYBAHOIO PO3UHHY HOBHHEH CHIBHAZATH 3 UACOM
yrpuMmyBanis  niky  ip@ecaprany  Ha  Xpomarorpami
CTAHAAPTHOIO POSUHHY ;

Pozuunenus He menure 80 (Q) % sixg sassienol kinskocti ipBecaprany | 99,5 %

NOBHIHO 1epeiTh B po3unt 3a 30 xp

Cynyrai goMimkn

Hosmimxn A 0,2 %, 6yas axol inwof fomitku < 0,2 %,

He BusiBaeno

cyMa goMiox < 0,5 % Hizkye ATy
BHIHAY,
Fiokwe  aimity
BH3HAY,
Kiapxicue 95,0 — 105,0 % sin 3anpienol kKiapkocTi ipbecaprany 98,2 %
BHIHAMEHS
Mirpobioaoriuna 3aranpua KIALKICTD KHTTEIAATHUX aepobuux | <10 KYQ/r
qHCTOTa mikpoopranizmis B 1 r: ne Ginsiue 10° Gaxrepiii ta ne Giaswe | <10 KYOir
10° rpubis. Escherichia coli nopunui 6y Bincyrui s 1 r. Bianosijgae

Llum 5 2acsinuyro, wo HaBeaesa suute indgopMalis € 10cToBipHOW Ta TouHoio. Lo cepiio nponykuii 6yao
sHpoieno (BXMONAIONH NAKY BAHHA/MAPKYBAHHA) T4 [IPOBSACHD KOHTPOsE T #KOCTE Ha BHIC3IA3HARCHIT Alnpunmi
noprifl pianosianocti 3 BuMorasy GMP, BCTABOBICHIMI MICUCBHM PEIYISTOPHHM OPraHOM, & TRKOX BIANOBIAHO
10 cnewidixaliiil, nio MicTaTeen Y pecctpatiiinomy jocke abo topronifl ninensii kpatun-pupobunka abo kpainu-
iMnoprepa, AKWO NPOAYKUIO IMIOPTORAHO, 860 Y A0Che criewikailt Ha npenapat Ans AOCHAKYBAHOTO
aixapcskoro 3acody. Nporoxoan sHpobuHILTBa, NAKYBAHNN Ta aHani3is CyA0 NeperianyTo Ta BCTAHOBACHE

pianosianicrs GMP.

VYiossosasena ocola: ...

...K. Hikosnay Jlara: 09.09.2024

vkt Nispa by 17 O 25 %




MEDBCHEMIE

Medochemie L

TD (Central Factory)

1-10 Constantinoupoleos Street,
Limassol, 3011, Cyprus

License number: (032

GMP Certiticate No: MEDO 20214001

CERTIFICATE OF ANALYSIS

PRODUCT: Converiwm, tablets 130my

Pack: 10 ablets in blister, 3 blisters in canton

Batch No: ESE 101
Customer: LTD "CPC" "BIOCON"UKRAINE
Label claim: Irbesartan 130mg per tablet

Batch size: 6,666 packs
Registration certificate in Ukraine: UA/12201:01/0]

Manutacturing Date: 0572024

Fxpiry Date: 0572027

ANALYSIS PERFORMED SPECIFICATIONS RESULTS
- White, round. fat. scored tablets with diameter | .
Description » Conforms
[0.5mun.
c Average weight 300.0mg £ 5% 300.9mg
h | Uniformity of Dosage
o < TE Complies to the EP 2.9.4( .
¢ | Units “oraplies to the El ) 1.7
m T :
i | Disintegration Not more than 13 minutes I minute
a | I'riability Max 1.0% 0.00%
| o The UV spectrum is similar to the spectrum ot the
Reference Standard P
Bufuaiee St \ _ Conforms
a G s o s X 2. The netention tme peak of Irbesartan inthe
tdentitication of Irbesantan o RN ; v
n chromatogram obtained witl the test solution corresponds Conforms
d to the retention ime of the peak of Irbesartan inthe -OMHONTS
reference solution
p . st ) ' "
, . Not less than 80.0% of the Jabelled amount of |, .
h | Dissolution s aaran (,Q)‘( . labe ‘ 99.5%
7 Irbesartan is dissolved in 30 minutes
s : / , ;
: Impurity A: < 0.2% Not detected
c Related substances Any other individual impurity: < 0.2% Under disregand timit
a Sum ol impurities: < 0.5% Under disregard limit
Assay 95.0% - 105.0% of the labelled amount of Irbesartan | 98.2%
Total acrobic microbial count: Max 107 ¢.fufg < 10 e.fuig
Microbial Control Total combined yeasts/mould count: Max 107 e.flufy | <10 cludy
F.coliz Absent from g Conforms

Hereby | contion the above mientioned information is complete and aecurate, The hatch was manufactured (including packing murking) and
inspected for quadity in the above mentioned site in sirict correspondence to GMP requirements, established by repulatory authorities and also in
accordance with specificativos incleded biter the Master File or teade Bicence of manufacturing or importing comury, if the products are imported.
or i the Drug Master File for drug for an investigition medicinal product. Reports on production. packing and analvses were reviewed and the
carrespondence with GMP established.

Qualitied Person: ......00% ey D K.Nicolaou Date: 09.09.2024.

MIE LTD

MEDNCHE
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