P

JAEPCABHA CIIYKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos, CeiTmuunoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €PITOY 37078774

BHUCHOBOK
Npo AKICTL BBE3eHOT0 B. YKPaiHY JdiKapcbKoro 3acody

07.03.2025 Ne 416/25/10

XEGQEPOJI

{maiiMenysaia nikapeskoro 3acoby ariare 3 peectpauiiiinm NocBiTICHHAM)
kancyan o 350 arr; no 10 xancya y 6aicrepi; mo 3 Gaicrepr (30 xkancyn) y nayui KapTou#ii

((hopaia pustycky, A03VBAHHA, BHA RAKYBIHHR MiKApChKOro 3acody)

Honep pecerpaniffHoro nocsinsesss UA/0263/01/01 cTpok aii peectpauiiinoro nocsiguerna 01.01.2099

Cepin aixapcekoro sacaby Ne 1123684 Kimbkicts Bre3enoro gikapeskoro 3acofy S177
Bupotnyx AJIKATTOIT AXX Cxor'e, Pecriybnixa [igniuna Maxesonia
(RaiivelyBannd sHpofniiKa JikapcpEOrD 3acoly, KpalHa ROXoKeHHS)
Baeseno 8 Yipaiuy Cninsie yRpaiHChKO-eCTOHEBKE MANPHEMCTBO Y hopmi ToBapiHcTRAa
3 06MexkeHo BianoBinaasuicTio 'OnTtiva-®apm, JITH", inenr. vox:
21642228

{naiimenypanng a xog 3a €APTIOV sopuanyuoi ocolir abo npiseime, iM'a, mo Oatexopi Ginrdof
0coGH ~ REApHeMLE, Ti Mictie IpO:KIEaHEA Ta peccTpaniiianii nomep oGaixosol kapTRH IATHIKA
ntoaatTkie 260 cepix Ta HOMEp RACIIOPTA)

IMperoxrea Bisyansaore kortpemo wia 14,01,2025 Ne 0025/24.

JaGopatoprnii auaaia sxocTi AlRapcsKoro zacoby saificHenii:

O "Lentpamsna nafopartopis 3 aHanizy skocti nixapckkux 3acobis 1 MeandHoT mpoaykuil"
(v1.Kuis, syn. Kyaparceka 10r m.Kuig, syn. Kyapseceka 8B Kuieceka obaacrs, . Hoei Iletpisi,
ByJ. Iand dpanka, 19)

(afisesryrming 70 MicLeznaxoxeHHA aabopatopil, 100 MpoRena TabopaTopHKIT aHani3 srocr)

BHCHOBOK oMo "xocTi dikapeskoro 3aco0y, Buannit zaGopatopicre sig 06.03.2025 Ne 0291

Peaynaeratn nabopaTopHOTe aHANISY AKOCTL HIKAPCRKOTO 33¢o0y 32 NepeRipEHIAI TOKA3HHKAMH pignosinaoTe
BHMOTAM METOAIR KOHTPOIIO SKOCT] (BHAMITHYHO-BOPMATIBHOIL A0KYMenTaR().

3a pesyapTaTAMIT AEPAKABHOIO KOHTPOSH0 BCTAHOBAEHO, M0 jikapewkiiii 3acié BBesero B VYikpainy 3
OJOTPHMAaHHRIM suMOr 33KOHOZABETER LIONO 3afie3ncueHHA AKOCTI AIKAPCRKHX 3ac00iR,

Ousra EPLOMEHKO

{imiuizineTa npizanaie)




D
AAKAATHA

(@4 deinN]:]

CEPTU®IKAT AHAJI3Y Ne 40000215781

Hazpa nponyiry:

Cepis:

Jata BupoOnuuTEa:
Npuaaruuii xo:

Jarta punycky cepii:

Hassa BupoGHuUOi gistsinicm:
Azxpeca BUPOOHMYOL XiIHKMU

Peectpaniiine nocsiguenns:

Howmep niuensii na
BHPOOHULTBO:

Homep BHCHOBKY ipo
nixTBepmKenuA BixnoBinnocTi
Bumoram GMP:

XEDEPOJI, xancynu 1o 350 mr, no 10 xarncyn y Guicrepi, no 3 6nicrepn y
KapToHHIA kopoOui. 1 kamcyma micture 3aiiza ¢ymapaty 350 mr, wo

eKBiBaNIeHTHO |15 Mr eieMenTapHoro 3anisa
1123684

09.2024

08.2029

24.10.2024

AJIKAJIOIN AJl Crorr’e

bynbeap Omnexcangpa MakeqoHchLKoro,
MiBniyna Makenonis

12, Cxor’e,

NeUA/0263/01/01 (Tepmin nii HeobMexenit)

Ne 18-3953/2 Bix 22.05.2019

Ne 175/2023/C-317 Bin 21.03.2023

1000, Pecny6bnixa

Hapamempu Cneyugpixayin Pesynvmamu
Omuc: Kancynu teepai xenaturosi (Nel): BiNmoBiTae
KOPITYC ~ MaTOBOI'0 5KOBTO-OEHEBOTO KONBOPY;
KpPHLICYKA — MAaTOBOTO TEMHO-3ENIEHOI0 KOJIBOpY
BMICT Kamcyi: ApiGHOrpaHybOBaHwil TTOPOIIOK YEPROHO-
KOPHYHEBOI'0 KONBOPY 3 OIITMMH BKpAILICHHIMU
Inenmudikamis
3ajiza pymapar
- 3 Kajlilo Qepounadinom: CHHIH ocan BIAMOBINAE

- 3 IEPMaHTaHaTOM KaJTifo:

PO3YMH KOPHIHEBOTO KOJILOPY
0cajl BUIIHEBOTO KOJIBOPY, PO3UMH

BilIIOBigaE

- 3 PE30PLUHHOM: YKOBTYBATO-TIOMapaHueBOro KoJIbopy BifNoBijac
Cepeans maca i oxaopiamicts Cepennst Mmaca 410 mr£ 7,5 % 410,1 mr
MacH 18/20 xaricys - ne 6inpiue £ 7,5 %; -1.5%
2/20 xarrcyn - e Ginplue £ 15 %. He nposoymmhest
Posunuenns: He menuwe 70 % (Q) uepes 45 xa 98 %
3amizo TpuBasenTie: He 6ieue 3 % 1 %
KinbkicHe BusHauenus 332,5 no 367,5 mr/kanc abo 347,9 mr/karnc
3ariza hymapar 95-105 % Bix 3asBJIEHOI KIIEKOCTI 99 %

Mixpo6ioaoriuna uncrora**
- 3araneHa KilbKIiCTh acpoGHUX
Gaxrepiit (TAMC):

- 3arankHa KineKicTs rpubis
(TYMC):

- Escherichia Coli/r:

He Gimsure 10° KYO/r

He G6imsmre 102 KYO/r

BiCyTHA B | T

He npoBoanTecs
He npoBogutecs

He npoBoanThCst

3asiBa mpo ceprudixauiio:

L cepist npoayxra Gyna npoanarizopana BiAnosiaHo 10 Bumor GMP i Bigmosinae cnenudikauii.

** TlepioAn4HICTb TECTYBaHHS: POBOLNTECS Ha KOXKHil 10-# npoMHKCITOBi cepii abo Ha ofHil cepil Ha pik, BUXOASYH 3 TOTO,

AKe JOCHiJDKEHHS HacTaHe patime

ITepepipeso MenemkepoM naboparopii

KOHTPOJTIO SIKOCTI:
Cregue Ierposeki
24.10.2024; 07:52:14

3aTBCp}.DK€HO Bi,IIHOBiIIaJILHOIO 0c06010 3 KOHTPOJIIO

AKOCTi ISt KOXKHOT cepii J1ikapchkoro 3acoby :

I'opaana MiTpoBcka
24.10.2024; 10:21:06

Heii noxymeHT hopMyeThest B 1eKTPOHHOMY BHTIAL Ta IAMHCYETHCS €NEKTPOHHIM ITIAITHCOM.




ALKALDID

SROPJIE
CERTIFICATE OF CONFORMITY No. 4000021 5781

Registered Name of Product : HEFEROL® capsules 350mg x30 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.

Material Code : 1004118

Country : Ukraine

Batch Number : 1123684

Date of Manufacturing : 09.2024.

Expiry Date 1 08.2029.

Quantity Shipped : 29556 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: 25.10.2024; 15:02:34

This document is generated electronically and valid without signature.

qualityaustria

Page 1 /1

FORMO004064/3
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AL AL
SKOPJE

Product Name

Batch No.

Mfg Date
Expiry Date
Date of Release

Name of the manufacturer
Address of the manufacturer

CERTIFICATE OF ANALYSIS No. 40000215781

: HEFEROL® capsules 350mg x30 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.

: 1123684

:09.2024

: 08.2029

1 24.10.2024

: ALKALOID AD Skopije

: 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

Identification

With potassium ferricyanide
With potassium permanganate
With resorcinol

Hard gelatinous capsules(size 1):

Capsules’s body colour: yellow-beige opaque;
Capsules’s capcolour: dark green opaque:
Contents of capsules: reddish- brown powder with

white admixture. Conforms
Blue precipitate Conforms
Brownish solution Conforms

Precipitate with colour cherry, like:

orange-yellow solution Conforms
Average mass 410 mg + 7.5% 410,1mg
Uniformity of mass
for 18 of 20 capsules tested: Not more than + 7.5% -1,5%

for max. 2 of 20 capsules tested: Not more than + 15% Not performed
Dissolution Not less than 70% (Q) in period of 45
minutes 98 %
Fetric iron Not more than 3% 1%
Assay
Ferrous fumarate 332.5-367.5mg/caps. or 347,9 mg/cps

95-105% of the label claim 99 %

**Periodic test: it is performed on every 10th commercial batch
or one batch per year, whichever is earlier.

Microbial contamination

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 FORMO004063/3

Ref.Doc:SOP002363/v.v

” age 1/2
150 14004:2015 Nugég.}z: p g

130 45001:2018 No.0082370



ALKALOID

SBKOPJE
CERTIFICATE OF ANALYSIS No. 4000021 5781

Product Name - HEFEROL® capsules 350mg x30 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. : 1123684

Mfg Date 1 09.2024

Expiry Date : 08.2029

Date of Release : 24,10.2024

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

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Gordana Mitrovska
24.10.2024; 07:52:14 24.10.2024; 10:21:06

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

FORMO004063/3

Ref.Doc:SOP002363/v.v page 2/2




AEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMHA Y KHIBCBKIM OBJIACTI

npos. Ceitimmunol Haxii, 3, mKuis, 02099, ten/akc: (044) 576-40-41
E-mail: dis.ko@dis.gov.ua, Kox €API1OY 37078774

BUCHOBOK
NPo AKICTH BBE3CHOI'0 B YKpaluy nikapchkoro 3acody

17.03.2025 Ne 6446/25/10

XE®EPOJI

(smaiisenynaniin Aikapeskoro 3acoby 3rigHo 3 pecerpaniiimm nocniguexnsy)
Kaneysn 1o 356 mr; mo 10 kancya y 6aicrepi; o 3 6aicrepn (30 kancyn) y nauui kaprouniii

(thopma BIITYCKY, DO3YBAEHE, BHI IAKYSARHA NIKAPCHKOTO 3ac0BY)

Howmep peccrpaniiinoro nocsimenus UA/0263/01/01 ctpox aii pecctpanifittoro mocsinvernsa 01.01.2099

Cepix nikapesxoro sacoby Ne 1126290 KintsKicTs Bee3enoro aikapepkoro sacoby 1361
Bupobauk AJIKAJIOIT AJl Cxom'e, Pecny6itika ITiBaiuna Makegonis
{uaiinenysanna BHpofRIka FiRApPCRKOro 3acofy, Kpailn moXoIxeHHA)
Beeseno B Yxpaidy CrinbHe YKpailCbKo-eCTOHCEKE MiANpHEMETRO Y hopmi TOBapHCTBA
3 00MesxeHol0 BinmoBizaabuicTio "Onrima-Gapm, JITK", inenr, cox:
21642228

(nafiverynatns ra xop 30 EAPTIOY 1epumiyHel ocobh 260 npissiile, iM'e, no GaTekoni dimuroi
0coBIt - ainapucMu, 1T MCLE NPOKHBAHHA T4 pLCCTPULifinuit HoMep oBRIKOROT KAPTRH IHIATHHKAL
‘RoAATHIB 400 cepis ra HoMep nacnopra)

Ifpororoa Bisyzasuoro konrpowe ein 14.02.2025 Ne 0440/9.
fNaGoparopruii ananis axocti dikapeskoro 3acoBy saificuenii:

Jlaboparopis 3 KOETPOMIO AKOCTI Jikapebkux 3acobie TOB "HOBPOBYT-IIKHJIIAB" (M. Kuis,
Bys. Hosropon-Cisepceka, 0ya.3, HexItnioBi npuMimenns 92)

{HUTNCHYBAHHE Ta MiCUEIHAXOIWCHEA nabopaTopil, wo nporena aafopatopriil ARz SKocT!)

Bicnosok 1o 10 sxocti aikapcskoro sacofy, Buxanuii nabopartopicio sig 17.03.2025 Ne 333-25

Peayaprarit naGoparopHore aHafgisy sxocti aikapeexoro 3acoby 3a mepesipeHunyt rokasHrkasy Biamopigalore
BHMOraM METOOIB KOHTPOMIO Ax0cT] (AHANITHYHO-HOPMATHRHOT JOKyMeHTANiT).

32 pC3YMLTATAMH  ACPKEBHOTO  KOHTPONIC BCTAHOBACHO, [0 fAiKapenkuit  3aciB  ssedemo B Yepalny 3
AOTPHMAHHIAM pinvor 3akoH0AABCTES 00 3a0esneyenns axoeri sikapesxinx 3acobis.

Onzra €EPBOMEHKO

KOHTROMK} - (nimnuc) {ininiam: Ta npisamue)




ARKAADVLL

CROMJeE

CEPTU®IKAT AHANI3Y Ne 40000218828

Ha3zsa npoaykry:

Cepisn:

Jara pupobunursea:
Mpuaarunii po:

JdaTa Bunycky cepifi:

Hazsa BupoGuH4Ol AiNAHKA:
Aapeca BHPOOGHHYOT AiaAHKN:

PeecTpauiiine nocsiguenusi:

Homep niuensii na
BHPOOHHUTBO:

Homep BUCHOBKY npo
niaTBepIKEHHS BiANOBiAHOCTI
sumoram GMP:

eKBiBaneHTHO 115 Mr ejieMeHTapHOTo 3aJti3a.

1126290

11.2024

10.2029

17.01.2025

AJIKAJIOIIT Al Cxor’e

Bynseap Osekcanapa Makenoncekoro, 12, Ckor’e,
[TisHiuna MakenoHis

NeUA/0263/01/01 (Tepmin aiT neobmexeHni)

Ne 18-5539/6 Bin 31.05.2024

Ne 175/2023/C-317 Bin 21.03.2023

XE®EPOJI, kancynu no 350 mr, no 10 kancyn y Gnicrepi, no 3 Gnictepi y
kapToHHilt KopoGui. 1 kamcyna mictuth 3anisa dymapaty 350 wmr, wio

1000, PecnyGiika

Iapamempu Cneyudgpikayin Pesynvmani
Onne Kancynu TBepai senaTuHosi Nol: Bianosinae
KOPIYC — MaTOBOTO )KOBTO-0€XKEBOro KOJbLOPY;
KpuLIeuKa ~ MaToBOrO TEMHO-3€/1€HOTO KOJIbOPY
BMICT Karcysi; ApiOHOrpaHy/1boOBaHMH NMOPOILOK Y€PBOHO-
KOPHYHEBOFO KOJbOPY 3 OisluMH BKpAIUIEHHAMU
Inentudikauia saniza pymapary
3 Kasito (epoumraHiIom cuHid ocan BIANOBifAE
3 NepMaHraHaToM Kaiio PO34HH KOPHUHEBOTO KOJILOPY BiLnosigae
3 PE30OPLHHOM ocajl BUUHEBOrO KOJIbOPY, PO3HHH JKOBTY BATO- BiroRinae
rIoMapaHueBOro Konbopy
Cepenns maca i oaHopiaHicTh
macu Cepenns maca 410 Mr £ 7,5 % 409,3 mr
18 3 20 kancyn He Ginbiie = 7,5 % 2,8 %
2 3 20 xanicyn e Ginbwie £ 15 % He npoBoanThCs!
Po3unHeHHst He menute 70 % (Q) uepes 45 xs 96 %
3aJiizo TpHBAJIEHTHE He 6inbwie 3 % 1 %
KinbkicHe BH3HAUEHHS 332,5 no 367,5 mr/kanc abo 345,1 mr/kanc
sajiza Qymapar 95-105 % Bia 3asBJIEHOT KiJIbKOCTI 99 %

Mixcpobiosoriusa yncrora*

- 3arasbHa KilbKiCTb aepobHuX
Hakrepiit (TAMC)

- 3arankHa kifibkicts rpubis
(TYMCQ)

- Escherichia Coli/r

He Ginbwe 10° KYO/r

He Oinbue 102 KYO/r

BiacyTHsiB I r

He nposoautses
He npooautkes

He npoBoaHTLCH

3ansa npo ceprudikauiio:

Llg cepis npoaykra Gynia MpoaHani3osaHa BiAnosiaHo 10 Bumor GMP i Binnosinae cneungikauii.

* TlepioantHicTh TECTYBaNNA: MPOBOANTHCS Ha KoxKHiH 10~ npomucnosilt cepif abo na oaniit cepii Ha pik, BUXOASH 3 TOTO,

SIKE JOCIDKEHHS HacTaHe pauil.ue

epesipero Menemkepom nadoparopii

KOHTPOJIO AKOCTI:
Mapis CrosiHOBCK2
17.01.2025; 14:33:49

3aTBepmkeHO BiAIIOBIAANLHOK0 0COBOI0 3 KOHTPOIIO

SIKOCTI NSt KOMCHOT cepil slikapcbioro 3acoby :

Copaana Mitposcka
17.01.2025; 15:32:47

Lleit OKyMEHT (hOPMYETHCS B €/IEKTPOHHOMY BUIJIAL Ta MANUCYETECA ENEKTPOHHNM MiAHCOM.

s
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ALKALOIL
BORJE
CERTIFICATE OF CONFORMITY No. 40000218828

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

Material Code : 1004118

Country : Ukraine

Batch Number 1 1126290

Date of Manufacturing 1 11.2024.

Expiry Date : 10.2029.

Quantity Shipped 1 29746 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: 21.01.2025; 13:30:47

This document is generated electronically and valid without signature.

¢ qualityaustria
ISYSTEM CERTIFIEL] FORMQ04064/3 Page 1 /1

1SO 9001:2015 No.01035/1 .
1SO 14001:2015 No.0011411 Ref.Doc:SOP002363/v.v
1S0 450012018 No.00873/0




AANKANADIAL
CKOMJE
CEPTU®IKAT BIAIIOBIIHOCTI Ne 40000218828
Hasga nikapcebkoro XE®EPOJI, xancyn no 350 mr, no 10 kancyn y 6nictepi, no 3 Gricrepi y
3ac00y: KapToHHi#t KkopoGui. | kancyna MiCTUTh saniza ¢ymapary 350 wmr, wo
eKBiBaneHTHO |15 Mr ejleMeHTapHOro 3ani3a.
Kon aikapebkoro 3aco6y: 1004118
Kpaina-imnoprep: Ykpaina
Cepis: 1126290
Jata upoOnuurTBa: 11.2024
IpupaTunii po: 10.2029
KinbkicTs B cepii: 29746 xopobok
Micue3naxomKen s Bynbeap Onekcanapa MaxenoHcbkoro, 12, Ckor'e, 1000, Pecnybnika
BUPOOHHYOT AIJIAHKH: [TiBniuna MakenoHis

3asBa Npo MiATBEpIKEHH:

JlificHUM THATBEPMKYIO, WO HaBeAeHa Bulle iH(opmalis € TOYHOWO Ta nocrosipHoto. JlaHa cepis
npoaykuil BupoGneHa, BKIIOUAIOUM MaKyBaHHs/MapKyBaHHd, a MpoBeAeHMi KOHTpONb 11 AKOCTI
BMKOHYBABCSl Ha BMLIE3a3HaueHi AinaHui (minaHkax) B noBHiit Bimnosianocti sumoram HBII,
BCTAHOBJIEHMM MICLIEBUM PETYJSATOPHAM OPFaHOM, Ta BiATMOBIAHO 2O cneundikalii, ska MiCTUTbCS Y
peecTpaLlifiHOMY [l0cke KpaTHu-imriopTepa, abo crieuudikalii, Wo MICTUTBCS Y A0CHE AOCHIKYBAHOTO
nperapara. 3BiTH NPO BUPOOHWLTBO, YAKOBKY Ta aHani3 6ynu nepesipeHi Ta BIANOBIAAIOTL BUMOram
HBIT

Ynosuopaxena ocoba: Kcenis bpsinosa Minetkosiu, Gapm. creil., Y noBHOBaXeHa ocoba
Jlara Ta uac mianucy: 21.01.2025; 13:30:47

Lleit okyMeHT c)OPMOBAHO B €IEKTPOHHOMY BUIJIAI Ta Qi€ 6e3 mianucy.






ALKALLCID

SKOPJE

CERTIFICATE OF ANALYSIS No. 40000218828

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

cardboard box. 1 capsule contains 350 mg of ferrous fumarate,
equivalent to 115 mg of elemental iron.

: 1126290

1 11.2024

:10.2029

:17.01.2025

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

: UA/0263/01/01 (validity period is unlimited)
: Ne 18-5539/6 dated 31.05.2024
: Ne 175/2023/C-317 dated 21.03.2023

: HEFEROL® hard capsules 350mg 10 capsules in a blister; 3 blisters in a

Parameters Specification Results
Appearance Hard gelatinous capsules Net:

Capsules's body colour: yellow-beige opaque;

Capsules’s cap colour: dark green opague:

Contents of capsules: fine grained reddish- brown powder

with white admixture. Conforms
ldentification of ferrous fumarat
With potassium ferricyanide Blue precipitate Conforms
With potassium permanganate Brownish solution Conforms
With resorcinol Precipitate with colour cherry,

orange-yellow solution Conforms
Average mass and 410 mg £ 7.5% 409,3 mg
Uniformity of mass
for 18 of 20 capsules tested: Not more than £ 7.5% 2,8%
for max. 2 of 20 capsules tested: Not more than £ 15% Not performed
Dissolution Not less than 70% (Q) in period of 45

minutes 96 %
Ferric iron(lll) Not more than 3% 1%

Assay
Ferrous fumarate

Microbial contamination

Total aerobic microbial count (TAMC)
Total combined yeasts/moulds count(TYMC)
Escherichia Coli/g

332.5-367.5mg/caps. or
95-105% of the label claim

**Periodic test: it is performed on every 10th commercial batch
or one batch per year, whichever is earlier.

Not more than 102 cfu/g
Not more than 102 cfu/g
Shouid not be present in 1g

345,1 mg/cps
99 %

Not performed
Not performed
Not performed

Certification statement:

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

150 004:2015 H0.N035/
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ALKALDIID
SKOPJE
CERTIFICATE OF ANALYSIS No. 40000218828

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

Batch No. : 1126290

Mfg Date :11.2024

Expiry Date 1 10.2029

Date of Release :17.01.2025

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 18-5539/6 dated 31.05.2024
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:
Marija Stojanovska Gordana Mitrovska
17.01.2025; 14:33:49 17.01.2025; 15:32:47

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