ALKALDID
SKOPJE
CERTIFICATE OF ANALYSIS No. 40000212989

Product Name : ALLESTA® film coated tablets 40 mg x30 15 tablets in a blister; 2
blisters in a cardboard box. 1 film-coated tablet contains:
simvastatin 40 mg

Batch No. : 1120658

Mfg Date : 07.2024

Expiry Date : 06.2026

Date of Release : 24.07.2024

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/4290/01/03 (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

Parameters Specification Results
Appearance Round, biconvex,red-pink,film-

coated tablets with break mark

on one side Conforms

Identification

Simvastatin The retention time of the simvastatin,
in the chromatogram obtained
with the test solution should
be the same as the retention
time of the peak from simvastatin, in the

chromatogram obtained with the standard solution. Conforms
Iron(lIl) Oxide with 10% potassium ferrocyanide - Blue coloration develops,

with 1N Ammonium thiocyanate - Pink coloration develops. Conforms
Average mass and 450mg 453 mg
Mass variation
for 18 of 20 tablets tested Not more than + 5% -3 %
for max. 2 of 20 tablets tested Not more than +10% Not performed
Dissolution
Simvastatin Not less than 75.0% (Q) for a period

of 30 minutes 98,3 %
Assay
Simvastatin 95,0-105.0% of the label claim 99,5 %
Uniformity of dosage units AV £15.0% 3,6 %

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

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Gordana Mitrovska
24.07.2024; 13:47:55 24.07.2024; 14:26:06

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

CKOMJE

CEPTU®IKAT AHAJII3Y Ne 40000212989

Hazga npoaykry:

Cepin:

JlaTa BUpoOHHLITBA:
IMpuaaTHuit go:
JlaTta BUNYCKY cepiii:

Hassa BUpoOHHYOI JiIAHKH:
AZlpeca BUPOOHUYOI TUIAHKH:

PeecTpaniiine nmocBigyeHHs:

Homep ninensii na
BUPODHHITBO:

HoMep BHCHOBKY npo
niaTBepI/KeHHs BiAMOBiAHOCTI
sumoram GMP:

AJUIECTA®, TaGneTku, BKPUTI IUIIBKOBOKO 060nonKom0, 1o 40 Mr; Ne30, no
15 Tabnetok y GricTepi; mo 2 Guictepn B KapTomHii kopoOui. 1 TaGnerxa,
BKpHUTa TIIBKOBOKO 0BOIOHKOIO, MiCTHTE CHMBacTaTHHy 40 MT

1120658
07.2024
06.2026
24.07.2024

AJIKAJIOIN Al Cron’e

Byneeap Omnekcanapa MakenOHCBKOTO,
IliBHiyna MakenoHis

No UA/4290/01/03 (Tepmin aii HeoOMexKeHHIT)

12, Ckom’e, 1000, Pecny0nika

Ne 18-3953/2 Big 22.05.2019

Ne 175/2023/C-317 Bim 21.03.2023

Hapamempu Crneyugixayia Pesynomamu
Onuc Kpyrmi maoonyr_mi mﬁnm 4EPBOHO-POKEBOTO KOITLOPY 3 Binnosinae
PHCKOR Ha OJTHiH CTOpOHi
InenTudikauis Yac yTpUMyBaHHS Mika CHMBACTATHHA HA XpOMATOrpami Binmosinae
o CHMBACTATHH JOCTIKYBAHOTO PO3YHMHY IIOBUHHO BIATIOBLAATH Yacy
YTPUMYBaHHs ITika CHMBACTATHHA Ha XpOMaTorpami
CTAaHJAPTHOTO PO3YHHY
VTBOPIOETECA CHHE 3a0apBIeHHA
3amiza (I11) oxcun Y TBOPIOETECS poskeBe 3a0apBieHHA Biamoeijae
Binmopigac
Cepeis Maca Ta OIHOPIIHICTH MacH 450 mr 453 mr
18/20 Tabnerox He Gumbiue +5 % 3%

2/20 TabneTok He 6umsue +10% He 3acTocOBY€EThCH
Po3unHeHHA He menme 75,0 % (Q) uepes 30 xB 98,3 %
KinbkicHe BU3HAYEHHH 95,0-105,0 % Bijx 3asBIeHOI KITBKOCTI 99,5 %
CuMBaCTAaTHH

OpHopigHicTh 1030BAHUX AV <15,0% 3,6 %

OAHHHIb

3asnBa npo cepTHdikauiro:

115 cepis npoaykTa Oyia npoaHanizoBaHa BiANOBIANO 10 BUMOT GMP i ianosinae creuHgixari.

TlepeBipeHo MeHEAXKEPOM KOHTPOIIIO AKOCTI:

Cresue ITerpoBceki
24.07.2024; 13:47:55

3aTBEp/KEHO BiIOBIZANLHOI0 0CO00I0 3 KOHTPOIIO
SKOCTI 7T KOJKHOT cepii JlikapchKoro 3acoby :
Topaana MiTposcka

24.07.2024; 14:26:06

et fokyMeHT GOPMYETHCS B €ICKTPOHHOMY BUTTIAAL Ta TTiAMHCYETBCA €EKTPOHHHM T JITHCOM.




ALKALOID
SKOR.JE

CERTIFICATE OF CONFORMITY No. 40000212989

Registered Name of Product . ALLESTA® film coated tablets 40 mg x30 15 tablets in a blister; 2
blisters in a cardboard box. 1 film-coated tablet contains:

simvastatin 40 mg

Material Code : 1004401

Country : Ukraine

Batch Number : 1120658

Date of Manufacturing : 07.2024.

Expiry Date : 06.2026.

Quantity Shipped : 23376 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: 30.07.2024; 09:25:54

This d_ocurﬁent is generated electronically and valid without signature.
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AAKAANDWA
CKOndJde
CEPTH®IKAT BIJ[ITIOBIJITHOCTI Ne 40000212989
Hasga nikapcbKOro AJIJIECTA®, TabneTkH, BKPHTI [TBKOBOK 000MOHKOI0, 10 40 MI;
3aco0y: Ne30, o 15 tabierok y Gicrepi; mo 2 Gmicrepu B KapToHH{H Kopooi. 1

TabeTKa, BKPUTA [1iBKOBOIO 000JIOHKOIO, MicTHTh cuMBacTatiny 40 Mr

Kon aikapebkoro 3acody: 1004401

Kpaina-imnoprep: Yxpaina

Cepis: 1120658

JlaTa BUpOOGHUITRA: 07.2024

IpupaTHuii 10: 06.2026

KinbKicTh B cepii: 23376 xopobok

Micue3HaxoaKeHHs ByneBap Onekcanapa MakeloHCBKOTO, 12, Ckorr'e, 1000, Pecrry6uika
BHPOOHWYOT ALISIHKH: [TiBniuna MakeoHis

3asBa Npo MiATBEPLKCHHA:

JliicHAM TTATBEPKYIO, 10 HaBEJEHa BUIIE indopmaris € TOYHOIO Ta mocTosipHoto. [laHa cepis
npoaykuil BUpoOJICHa, BKIIOYAKOYH [aKyBaHHA/MapKyBaHHs, a MpOBEIEHHI KOHTPOJIb il AKOCTI
BHKOHYBAaBCA Ha BHIIE3a3HATCHIN pinsaui (minAHKax) B IOBHIH gigmosiznocti Bumoram HBII,
BCTAHOBIEHHUM MICLIEBHM PEryJISTOPHUM OpPraHoM, Ta Bimmosinmo o crenmikauii, ika MICTUTBCA Y
peecTpaliifHoMy TOChe KpaiHH-iMIIOpTEPa, a6o crenuikauii, M0 MiCTHTBCA Y JIOCHE JOCTIDKYBAHOTO
npenapara. 3BiTH PO BUPOOHHIITBO, YIIAKOBKY Ta anani3 Gy repeBipeHi Ta BiANOBIAAIOTH BUMOTaM
HBIL.

ViosHoBaskeHa ocoba: Keenist Bpsinosa MineHKoBIY, dapm. crert., YIIOBHOBaXEHa ocoba
JlaTa Ta Yac MiAmucy: 30.07.2024; 09:25:54

Ileit TOKyMEHT C(OPMOBAHO B EIICKTPOHHOMY BHIJIALI Ta i€ 6e3 MmiImucy.




