AAKAATNL

ZKaMnJeE

CEPTH®IKAT AHAJII3Y Ne 40000207353

Ha3ssa npoaykry:

Cepin:

JaTa BupoOHUUTEA:
Mpunarauii no:

JlaTa BUIIYCKY cepiii:

Hazea Bupo6HUY0T AUISHKU:
Anpeca BUPOOHHYOT MiISIHKH:

Peecrpaniiine nocpigaenns:

Howmep aiuensii na
BHpPOGHMIITEO:

Homep BHCHOBKY IIPO
nigTsepkeHus Bignosianocti
sumoram GMP:

XEDEPOJI, kancymu 1o 350 wmr, 1o 10 kancysn y Gmicrepi, 1o 3 Giictepi y
KapToHHiit Kopobui. 1 Kamcyma micTuTh 3amisa (ymapaty 350 wmr, wo
exBiBaNeHTHO 115 MI elleMeHTapHOro 3aii3a
1114654

01.2024

12.2028

01.03.2024

AJIKAJIOIN Al Ckorr’e

Byneap Onexcapapa MaKeoOHCEKOTO,
Mieniuna Makenonis

12, Ckom’e, 1000, Pecmy6nika

NeUA/0263/01/01 (Tepmin il HeoOMexKeHM)

Ne 18-3953/2 Bix 22.05.2019

Ne 175/2023/C-317 Bix 21.03.2023

Hapamempu Cneyugixayis Pesynpinamu

Omnuc: Karicymu TBepi xenaTuHoBi Nel: BijnoBizae

KOPIYC — MATOBOTO JKOBTO-GE:KEBOTO KOIBOPY;

KpPHIIEYKa — MaTOBOr0 TCMHO-3€JICHOIO KOJIBOPY

BMiCT Karcyn: ApiGHOrpaHyIbOBaHWH MOPOLIOK YEPBOHO-

KOPHYHEBOTO KOJIBOPY 3 OLIMMH BKPAIICHHAMH
InenTndikanis
3aniza pymapar
- 3 Ko QepolHanigoM: CHUHIMH ocal BIOIOBITAE
- 3 MEPMAHTAHATOM KaJlito: PO3YHH KOPHUHEBOTO KOJNBOPY

0cajl BUIIHEBOT'O KONLOPY, PO3UHH Bixrnosigae
- 3 PE3OPLUHMHOM: KOBTYBATO-IOMAPaHYEBOT0 KONBOPY BijinoBigae
Cepenns Maca i ofHopigHicTL Cepenust Maca 410 Mmr £ 7,5 % 412,0 mr
MacH 18/20 xancyn - e 6inbe £ 7,5 %; 2,9 %

2/20 xancyn - ne 6inpuie = 15 %. -8 %
Po3unnenus: He menme 70 % (Q) uepes 45 xB 97 %
3ajrizo TPUBAJIEHTHE: He 6inpure 3 % 1%
KinbkicHe BU3HAYEHHA 332,5 1o 367,5 mr/kanc abo 346,4 Mr/xanc
3a1i3a dymapar 95-105 % Bif 3asB1IeHO] KUIBKOCTI 99 %
MikpoGiosoriuma uncrora**
- 3araneHa KUTEKIiCTh aepoOHUX re 6inpwe 10° KYO/r He nposoautscs
Gaxrepiit (TAMC):
- 3aranpHa KUEKICTH TPUGIB He 6inpme 102 KYO/r He ripoBoguThCs
(TYMC):
- Bscherichia Coli/r: BiCyTHE B I T He npoBoauThCs

3ansa npo cepTudixaiio:

4 cepist IPOXYKTa 6yiTa TIpoaHalisoBana Bimosiaxo 1o Bumor GMP i Biamosinae crietmdixarti.
pLA TIPOLY P

*ok Heplo]mqmcn TECTYBAHHS. NIPOBOMHNTECA Ha KoxHii 10-i HpOMHCHOBIM CCpll abo Ha OJIHII/I CCpll Ha le BUXONAYH 3 TOI'O,

AKE IIOCIII,H)KCHHH HacTaHC pammc

Tepesipeno MenemkepoM naboparopii

KOHTPONIO AKOCTI:
Miona ManacoBa
01.03.2024; 10:40:20

3aTBEPIDKEHO BIANOBIAATBHOIO 0COBOI0 3 KOHTPOIIIO
SKOCTI IUIs KOXKHOT cepif NikapchbKoro 3acoby :
I'opaana Mirposcka

01.03.2024; 13:02:05

Teit fokyMeHT GOPMYETBCS B IIEKTPOHHOMY BUIVIAI T4 MITTHCYETBCA ENEKTPOHHHM TIJIIHCOM.
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ALK ALOI
SKLOPJE
CERTIFICATE OF ANALYSIS No. 40000207353

Product Name : HEFEROL® capsules 350 mg, 10 capsules in a blister; 3 blisters
in a cardboard box. 1 capsule contains 350 mg of iron fumarate,
equivalent to 115 mg of elemental iron.

Batch No. : 1114654

Mfg Date 1 01.2024

Expiry Date :12.2028

Date of Release : 01.03.2024

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/0263/01/01 (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

Parameters Specification Results

Appearance Hard gelatinous capsules(size 1):
Capsules s body colour: yellow-beige opague;
Capsules's cap colour: dark green opaque:
Contents of capsules: reddish- brown powder with
white admixture. Conforms

Identification
With potassium ferricyanide Blue precipitate Conforms
With potassium permanganate Brownish solution Conforms

with resorcino!

Precipitate with colour cherry, like:

orange-yellow solution Conforms
Average mass 410 mg = 7.5% 412,0 mg
Uniformity of mass
for 18 of 20 capsules tested: Not more than + 7.5% 2,9%
for max. 2 of 20 capsules tested: Not more than + 15% -8%
Dissolution Not less than 70% (Q) in petiod of 45
minutes 97 %
Ferric iron Not more than 3% 1%
Assay
Ferrous fumarate 332.5-367.5mg/caps. or 346,4 mg/cps
95-105% of the label claim 99 %
Microbial contamination **Periodic test: it is performed on every 10th commercial batches
or one batch per year, whichever is eatlier.
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
Escherichia Coli/g Should not be present in 1g Not performed

Certification statement:

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

qualityaustria
{1
90351

Ha.00§341
No.0087310

FORMO004063/3
Ref.Doc:SOP002363/v.v

page 1/2

P e~ oepsg b 990



@

AL AL OIS
BKOPJE
CERTIFICATE OF ANALYSIS No. 40000207353

Product Name : HEFEROL® hard capsules 350mgx30 10 capsules in a blister; 3 blisters
in a cardboard box. 1 capsule contains 350 mg of iron fumarate,
equivalent to 115 mg of elemental iron.

Batch No. 1 1114654

Mfg Date : 01.2024

Expiry Date :12.2028

Date of Release : 01.03.2024

Name of the manufacturer : ALKALCID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authotization number : UA/0263/01/01 (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 Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Miona Manasova Gordana Mitrovska
01.03.2024; 10:40:20 01.03.2024; 13:02:05

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