CEPTU®IKAT CEPII

Homep nponyxkry:

Ha3sa npoaykry:

Kpaina-BupoOHHK:

Kpaina-imnoprep:

PeectpauiiiHe noceiaueHHs Ne:

Jlo3yBanHsa/Cuna ail:

Jlikapcbka opma:
Po3mip i BHA NakyBaHHA:
Cepis Ne:

Homep ERP Cepii.:
Po3wmip cepii:

Hata BUpOOHULITBA:
Tepmin npuaaTHocT:
Jara Bumycky:
PesynpTaTh aHanisy:

KomenTapi/3ayBaxeHHs:

Ha3zga i azpeca BUpOOHHKIB:

Ne Jliuensii BupoOHHKa

3anaBa npo ceptudikadilo:

1000589

Manstodep® ®o:1, Tabaerku xkysanbHi, 100 mMr/0,35 mr Ne30
(10x3) B BaicTepax

LlIBetiuapis

Vkpaina

UA/5870/01/01

| tabnerka micTuts: 357 mr 3anisa (III) rizpokcuay
MoJiManbTO3aT, 1o ekBiBaneHTHo 100 Mr 3asisa,

doniesoi kucsnorn 0,35 Mr

tabneTky sxyBaabi, no 100 mr/0,35 mr

10 Tabnerok B 6aicTepi; mo 3 GuicTepu B KapTOHHIH KopoOLi
NAB70601

ABJ762

19°320 VIL

07.05.2024

05-2029

01 nmunus 2024

Jus. CeprudikaT aHanizy

36epiratu npu Temneparypi He Oinpiue 25 °C

1) BupoGHuuTEO HepozdacoBaHOT MPOAYKLIT, MEPBUHHE Ta
BropuHHe nakyBaHHs: Kopaen ®apma ®pidyp CA, Py e
Moukop 10, 1752 Bunnap-ctop-I'nan, 111Beiinapis

2) KoHTpoJib SKOCTI, 103Bi/1 Ha BUITycK cepii: Bidop
(Intepuewnn) THk., Pexenwrpacce 37, 9014 Cr. Nannen,
[Ieeiinapis

1) Ne 511101-102709004
2) No 511557-102726037

Llum s 3acBinuyio, 110 HaBe/eHa BUle iHdopMallis € 0cToBipHOIO Ta TouHot. Llfo cepiro MPOIY KL
Byno Bnpoﬁneﬂo (BKJIIOYAIOUM TIaKyBaHHA/MapKyBaHHs) Ta MPOBEICHO KOHTPOIb i sKOCTI Ha
BMIIE3a3HAYEHIH [ibHALI y MOBHiH Bianosiaxocti 3 Bumoramu GMP, BCTaHOBIEHMMH MICLCBUM
PEryJIATOPHUM OPraHoM, @ TAKO3K BUAMOBIIHO 10 crietwiKalii, 1o MiCTATECS y peecTpalliiiHOMY JI0ChE
KpaiHu imMropTepa abo B jocbe crieuudikauiii Ha npenapar Ais A0CTIUKYBaHOTO MiKapcbKOro

3acoby. [TpoTokonM BUpOGHMIITBA, MAKyBaHHA Ta aHanizip Oy/o MepersisHyTo Ta BCTAHOBJIEHO

Bianosianicts GMP.

Bichop (IHTepHewwn) Ik., PexeHwTpacce 37, CH-9014 Cr. ManneH 1/3




CEPTU®IKAT AHANI3Y

Howmep npoaykry: 1000589

[Mpoxyxr: Manstopep® don

@dopMa BHITYCKY:

tabaerku xkysanbHi, 100 mr/0,35 mr, no 10 rabretok B
©micrepi; no 3 GuicTepu B KApTOHHIH KopoOui

Bianosiguo no: SPEC096233PS-EN03v. 1

Kpaina: Vkpaina

Poamip cepii: 19320 YI1

Cepia Ne: NAB70601

Homep ERP Cepii.: ABJ762

Jlata Bupobuuurea: 07.05.2024

Crpok npuaarHocri: 05-2029

Jara Bunycky: 01 nunus 2024

Ioka3HHK Oauuu- PesyabTaTH Crneundikauis MeTon
s
Onuc Kopuunesi Tabnetku 3 Kopuunesi TabneTkn 3 . .
BKparuieHHsMHU 6inoro BKparieHHAMH 6ioro B}lgﬁmg;‘l“
KOJIbOPY 1 PUCKOIO KOJILOPY 1 PHCKOIO po/
|nenTudixais K ;
3anizo YTBOpeHHA CHHBOTO YTBOpeHHH CHHBOTO (pecg\'lzloiso(?i Ee;;;lil;g :
KOMIUIEKCY 3as1i3a 3 KOMIIJIEKCY 3ai3a 3 €pp. dapm.* 2.3.1
(epouianigom ¢epouiaizom
MonekysipHa maca:
M Ha 56°800 37°000 - 737000
I'TIX €gp. Papm.*
Na . SRR ST 2.2.30/ ®apm. CLUA
Ms 447400 29°000 — 517000 621, BHyTpiwHili
P= M./ M, 1.3 < 1.7
Posnananns XB <30 <30 €pp. Papm.* 2.9.1
OpHOpiAHICTD
71030BaHNX OMHHLB Bapiauii macu
CepesiHa Maca Mr 731 695 — 765 €gp. Gapm.*
[Mpuiimanbue uucio (10 % 1,5 <150 €gp. apm.* 2.9.40,
TabneTox) ®apm. CIIIA 541
abo ]
[TpuiimaneHe yucno (30 % H/3 =150 €p. Gapm.* 2.9.40,
TabneTok) Ta ®apm. CLIA 541
BIIXMITEHHA . <025 E€rp. Gapm.* 2.9.40,
|iHaMBiyaBHUX Mac M H/3 — @apm. CLLIA 541
OHOpIAHICTE OIHOPIAHICTE BMICTY
J1030BAHUX OJIMHHLIb €pp. Gapm.* 2.9.40
®omnieBa kucnoTa BEPX, €sp. ®apm.*
[[Mpuiimansre yucno (10 % 7.5 <150 2.2.29, BHyTpiLuHiii
TabI1eTOK) o )
260 OnHOpifHICTE BMICTY
[Tpuitmanshe unco (30 % H/3 <150 €sp. Gapm.* 2'9'4(1
TabneTok) BEP7X» €BF"- (I?apnh
- 2.2.29, BHYTpIIIHIH
BIIXH/ICHHA - ST OnHOpPIAHICTE BMICTY
iHAMBIyaNbHUX Mac M H/3 <025 €ap. dapm.* 2.9.40
gg CEPTH®OIKATIB
-g% Nl
Bichop (IHTepHewHn) Ik, PexerwTpacce 37, CH-9014 Cr. [anneH 2/3 ‘é%g/, P
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CEPTUDIKAT AHATI3Y Kpaina: Vkpaina

Poamip cepii: 197320 VTI
Cepis Ne: NAB70601
Homep ERP Cepii.: ABI762

Homep npoayxry: 1000589

[Mpoaykt: Manstodep® o
[ara supo6unurea: 07.05.2024
dopma BUMYCKY: _ Crpok npuaartHocti: 05-2029
tabneTku xyBanbHi, 100 mMr/0,35 mr, no 10 Tabnerok B I o] 5024
Gaictepi; mo 3 GmicTepu B KapTOHHIH KopoOui B Lt S

Bianogiguo n0: SPEC096233PS-EN03v.1

MoxasHuK Oanun- PesyabTaT Crneundikauis MeTtoa

us
BTpara B Maci npu % M/M 54 <9,0 AHaizaTtopa BOJIOrocTi,
BHCYILYBaHHI BHYTPIiLLHIH
MikpoGionoriuua
YHCTOTA
3aranbHe 4MCII0
aepoOHHX TECT Ha picT
MiKpOOpraHi3miB KYO/r <10° <10° €rp. Gapm.* 2.6.12,
(TAMC) 5.1.4.
3arajnbHe YHCII0
JIPiACKOBUX Ta TeCT Ha picT
niiceHeBUX rpudiB KYO/r <10? <10? €sp. @apm.* 2.6.12,
(TYMC) 5.14.
BincyTHicTb TecT Ha picT ans
Escherichia coli BIT BiacyThi BincyThi crnerdivyHuX

MIKpOOpraHismis
€sp. Dapm.* 5.1.4,

2.6.13
KinbkicHe BU3HAuEHHA _
Janizo - 100 95-105 Komnnekcomerpuune
TUTPYBaHHA, Papm.
CUIA 541, BHyTpiLuHii
doniea Kkucnora MKT 375 315 -443 BEPX €gp. ®apm.*

2.2.29,2.2.46 / dapm.
CIIIA 621, BHyTpilLHIii

* nmiroye BUmaHHg €Bpomnefickkol dapmakonel
**¥M: pethepeHTHE 3HAYEHHS BiANOBiAHO 10 MoHorpadii 2.9.40 €sp. Dapm.
H/3 — ne 3acTocoBYyEThCA

LluMm riaTBepKYEMO, IO POAYKT OyB BUTOTOBIEHHIT Yy BianoBiaxocti 10 Bumor GMP i sumyienwii
BiAMOBIAaIbHO 0C000H0,

Bumyck cepil

VnosHoBaxeHa oco0a / Jlenerar:  Dr. M. Scharer

Jara: 01 nunusa 2024
[Mignuc: /mianucano/

Bichop (IHTepHewwHn) IHk., PexeHwrTpacce 37, CH-9014 Ct. Mannex 3/3




Batch Certificate

Article-No.:
Name of product:

Country of origin:
Importing country:
Marketing Authorisation Number:

Strength/Potency:

Dosage form:

Package size and type:
Batch-No.:

ERP Batch-No.:

Batch size:

Date of manufacture:
Expiry date:

Release date:

Results of analysis:
Comments/remarks:

Manufacturers Names and Addresses:

Man. Authorisation Ne:
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1000589

Maltofer® Fol, chewable tablets, 100 mg/0,35 mg Ne30(10x3) in
blisters

Switzerland
Ukraine
UA/5870/01/01

1 tablet contains 357 mg Iron (lll) — Hydroxide — Polymaitose,
which is equivalent 100 mg Iren, folic acid 0,35 mg

Chewable tablets, 100 mg/0,35 mg
10 tablets in blister; 3 blisters in carton box
NAB70601
ABJ762
19'320 PC
07.05.2024
05-2029
01 juu 2%
See attached certificate of analysis

Do not store above 25 °C

1) Manufacturing of bulk product, primary and secondary
packaging: Carden Pharma Fribourg SA,
Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
2) Quality control, batch release: Vifor (International) Inc.,
Rechenstrasse 37, 9014 St. Gallen, Switzerland

1) Ne511101-102709004
2) Ne 511557-102726037

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been maqufactured, including
packaging/labeling and quality control at the above mentioned site (s} in full compliance with the GMP requirements pf 1hg local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country or product specification ﬁ!e
for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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CERTIFICATE OF ANALYSIS

Article-No.: 1000589 Country: Ukraine
Batch size: 19'320 PC
Product: Maltofer® Fol Batch-No.: NAB70601
ERP Batch-Na.: ABJ762
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in Man.date: 07.05.2024

blister 3 blisters in carton box
Expiry: 05-2029

Rel. Date: 0 b g R
According to: SPEC096233PS-EN0O3v.1

Parameter Unit Results Tolerances Method
iati Brown-white speckled Brown-white speckled . el
ChRRET s tablet with a score line tablet with a score line Visugl examination
) ‘ ‘ Formation of blue complex Formation of blue complex Color reaction
Identification of iron of iron with ferrocyanide of iron with ferrocyanide (reaction C for Iron),
Ph. Eur.* 2.3.1
Molecular weight:
M Da 56'800 37'000 — 73000 GPC Ph. Eur.”
M Da 44'400 29000 ~ 51'000 e sl
" 4 <17 In-house
P = Mw/Mn '
Disintegration time min <30 <30 Ph. Eur.* 2.9.1
Uniformity of Dosage Units
731 .7 Mass variation
Average mass mg 695 - 765 i Ph. Eur.*
o, =185,
Acceptance value (10 tablets) ] 1.5 5.0 Ph. Eur.* 2.9.40,
or USP 541
Acceptance value (30 tablets) % N/A <18.0 Ph. Eur.* 2.9.40,
d USP 541
an

- N Ph. Eur.* 2.9.40
- N’A - v
deviation of individual masses M <0.25 USP 541

Uniformity of Dosage Units Folic

Acid Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (10 tablets) % 7.5 =15.0 HPLC, Ph. Eur."

2.2.29, In-house
or ; ;
Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (30 tablets) % N/A £15.0 HPLC, Ph. Eur.*
2.2.28, In-house

&nd Content uniformity
Ph. Eur.* 2.9.40
deviation of individual masses M** N/A <0.25 HPLC, Ph. Eur.*

2.2.28, In-house

Vifor (International) Inc., Rechenstrasse 37, CH-9014 St. Gallen
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CERTIFICATE OF ANALYSIS

ST.c,,

Country: Ukraine
Article-No.: 1000589 Batch size: 19'320 PC

Batch-No.: NAB70801
Product: Maltofer® Fol ERP Batch-No.: ABJ762

Man.date: 07.05.2024
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in

blister 3 blisters in carton box Expiry: 05-2029

Rel. Date: iR ULl B
According to: SPEC096233PS-EN03V. 1

Parameter Unit Results Tolerances Method
Loss on drying % m/m 5.4 £9.0 Moisture analyser,
In-house

Microbiological Examination

Total aerobic microbial count (TAMC) |  cfu/g <10° <103 e, P Bl
26.12,5.1.4
Total combined yeast/ moulds count cfu/g <102 <102 Growth test, Ph.Eur.*
(TYMC) 2.6.12,5.1.4
Absence of Escherichia coli per1g Absent Absent Growth t.ESt for
specific
microorganisms
A Ph. Eur.* 5.1.4,
ssay 2.6.13
Complexometric
fron mg 100 85-108 titration, USP 541,
| In-house
HPLC, Ph. Eur.*
Folic acid Hg 375 315-443 2.2.29,2.2.45/
USP 621,
In-house

* European Pharmacopoeia, current edition
** M = reference value according to 2.9.40 monograph Ph. Eur.
N/A=Not applicable

We herewith certify that the product has been manufactured in accordance with the GMP-regulations and releasad by the
person responsible.

Batch release

Qualified Person / Delegate: || Dr. T. Willimann  [_] Dr. J. Bernarding

/g] Dr. M. Schirer [] ™. Pharm. S. Pacillo
Date:

01 juu A

Signature:
W

Vifor (International) Inc., Rechenstrasse 37, CH-9014 Si. Gallen
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JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KMIBCBHKIA OBJIACTI

npos. Ceitnmuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3€HOI'0 B YKPAaiHy JIiKapchbKOro 3acody

23.01.2025 Ne 1853/25/10

MAJIbBTO®EP® ©O.JI

(HaliMeHyBaHHS JIKapChKOTO 3aco0y 3rifIHO 3 peecTpauiiiHiuM NOCBIJYEHHAM)
Tabs1eTKH KyBaabHi, 100 mr/0,35 mr no 10 Tadaerok y 6.xicrepi; mo 3 GuicTepu y KapToHHii
Kopooui

(hopma BHIyCKY, 103yBaHH:, BH/ AKyBaHHs JIKapchKoro 3acoby)
Howmep peecrpauiiinoro nocsiquenns UA/5870/01/01 crpox aii peecrpanitinoro nocsiguenna 01.01.2099
Cepis nikapcekoro 3acoby Ne NAB70601 KinbkicTs BRE3eHOTO NMiKapckkoro 3acoby 9500

Bupo6uuxk Bidop (Intepremnn) Iuk., Ilseiinapis

(naliMeHyBaHHs BUpOOHHKA TIKapCLKOro 3acofy, KpaiHa NOXOIXKEHH:)

Bresero B Ykpainy TosapuctBo 3 06MmexkeHor0 Binnosigansuictio "JIEJIBTA
MEJIKEJI", inent. xox: 39448817

(nafimenyBanns Ta oz 3a €JIPTIOY ropuauunoi ocobu abo npizeuuie, im's, o 6aTtekosi diznunoi
ocobu - nignpuemud, Ti Miclie MPOXKUBAHHA Ta PEECTPALiHMI HOMED 0BJIIKOBOT KAPTKH TIATHHKA
noJaTkiB abo cepis Ta HOMep [acopTa)

IIporokoa Bisyaabnoro kontpomo sin 22.01.2025 Ne 0106/5.

3a pesynpTaTaMM JIEpPXKABHOTO KOHTPOJK BCTAHOBJIEHO, IO JIKapchkWi  3acid  BBeseHo B YKpaiHy 3
AOTPHMAHHMM BuMOr 3aKOHO/IABCTRA M0N0 3a0€3MeYeHHS AKOCTI TIKapChKHX 3ac00iB.

B.o. njﬂa.mma mmﬁqﬁ A\ {%’/ - Osnbra EPLOMEHKO

EMM s#chs Eﬁg}.}ppn@w' ROUTPOMIO) (i) (inigiann Ta npisshc)
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Y
JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMY Y KUIBCHKINA OBJIACTI

npos. Ceitnnunoi Hanit, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOr0 B YKpaiHy JiKapcbKOro 3acody

06.02.2025 Ne 4645/25/1011

MAJIbTO®EP® ®O.JI

(HalfiMeHYBaHHA JKapChKOTo 3acoby 3rifHO 3 peccTpaLiHHHM ITOCBLIYEHHAM)
TabJaeTKH KyBaabHi, 100 mr/0,35 mr, no 10 Tadserok y 6iicrepi; mo 3 6icTepn y kKapToHHiH
Kopooui
(dopma BHIYCKY, 103yBaHH:, BH/ MaKyBaHHA JIIKapcbKoro 3acoby)

Howmep peectpaniiinoro nocsiggenns UA/5870/01/01 crpox aii peectpauiiinoro noceizgenns 01.01.2099
Cepis nikapcskoro 3acoby Ne NAB70601 KinskicTs BBe3eHOTO Nikapcekoro 3acoby 9820

Bupobuuk Bigop (Inrepuewinn) Ink., HseHnapis
(HaliMenyBaHHs BUpoOHHKA JlikapceKoro 3acoly, kpaiHa NOXOKeHH)

Beeseno B Vipainy ToBapucTBo 3 00MexkeHoro BianosigaabuicTio "JAEJbTA
MEJIIKEJI", inent. xon: 39448817

(naiimenysanns Ta koa 3a €EJAPTIOY wopuanynoi ocobu abo npizsuie, iM's, o 6aTeKoBi hiznuHOT
ocoGH - niAnpHeML, ii MiCLIE IPOXKHBAHHA Ta peecTpalliiiiuii HoMep 061iK0BOI KAPTKH TUIATHHKA
nozatkis abo cepis Ta HOMep nacrnopTa)

IMporoxoun Bisyaasnoro kontpomo Bia 04.02.2025 Ne 0330/1.

3a pesynbTaTaMH JICpXKAaBHOTO KOHTPOJIO BCTAHOBIIGHO, IO JIiKapchkuil 3acid BBeseHo B YkpaiHy 3

JOTPHMAHHAM BuMOT 3aKOHO/IaBCTBA 110710 3abe3nedeHns AKOCTI TiKapchKHUX 3aco0iB.

YRPATD
Qg\ﬂk mHTPo -
GARH M *#‘b“,{ ~ = »
Havanbifix % : , Biktop CTE®KIBCbKHUF
{no HTPO1IO) ——“[/)/ {nmnuc},’ (iHiiany Ta n“p::nauule)

s

* |CEPTH®IKATIB
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CEPTU®DIKAT CEPII

Homep npoaykry:

Haszpa nponykry:

Kpaina-BupoOHHK:

Kpaina-imnoprep:

Peecrpalliiiie moceinueHHs Ne:

Jozyeannsa/Cuna aii:

Jlikapcbka dopma:
Po3Mmip i BH/ MaKyBaHHA:
Cepis Ne:

Howmep ERP Cepii.:
Po3mip cepif:

Jlata BMpoOHULITBA:
TepMmiH npuaaTHOCTI:
JlaTa Bumycky:
PesynpraTi aHamizy:

KomeHTapi/3ayBaxKeHHs:

Hazspa i agpeca BUpOOHHKIB:

Ne Jliuensii BupoOHHKa

3asiBa npo cepTudikauiro:

1000589

Manbrodep® Do, rabnerku KysanbHi, 100 Mr/0,35 mr Ne30
(10x3) B GaicTepax

[1IBeiinapis

VKpaiHa

UA/5870/01/01

1 Tabnetka mictuTh: 357 mr 3aniza (I1I) rizpoxcuny
MoaiMaabTO3aT, Wo ekBiBajedTHo 100 Mr 3anisa,

¢oniesoi kucaotu 0,35 Mr

TabneTkH KyBaabHi, mo 100 mr/0,35 mMr

10 Tabnetok B GaicTepi; mo 3 GuicTepH B KApPTOHHIH KopoOLUi
NAB71202

ABK361

19203 VII.

08.05.2024

05-2029

11 Bepecus 2024

Jus. CeprudikaT aHanizy

36epiraTu npu Temmnepatypi He Ginbe 25 °C

1) BupoGHuureo Hepo3hacoBaHoi NPOAYKLUii, NepBUHHE Ta
BTOpUHHE nakysanHs: Kopaen ®apma @pibyp CA, Pyt ne
Moukop 10, 1752 Buunnap-ciop-I'nan, Lseiiuapis

2) Koutposis sKocTi, 103Bin Ha BUMyck cepii: Bijop
(Intepuewnn) [Hk., Pexenmrpacce 37, 9014 Cr. I'annewn,
[1Ieefinapis

1) Ne 511101-102709004
2) No 511557-102726037

[IuM st 3aCcBiauyIo, IO HaBejeHa BHile iHpopMallis € JOCTOBIPHOIO Ta TouHOK. Llio cepito nponyxuu
Oyno BupobieHo (BKIKOYAKOYH naKyBaHHﬂ/MapKyBaHHa) Ta TIPOBEJEHO KOHTPONb i AKOCTI Ha
BHIIE3a3HaYeHiil [ibHULI Y NOBHiH BimnosiaHocti 3 Bumorami GMP, BCTAHOBJICHWMH MICLEBHM
peryIsSTOPHHM OpraHoM, a TAKOYK BIATOBIIHO /10 crielwiKaLli, 1o MiCTATECA Y peecmauluﬂomy JI0CBE
Kpaiuu imnoprepa abo B jocke crneurdikauii Ha npenapar A1 JIOCIIIIKYBAHOIO JIIKApChKOTO

3ac06y Hpm"oxom BUPOOHMLITBA, MaKyBaHHA Ta aHanizis Ov70 meperjsHyTo Ta :;—.-’aﬁ?ﬁ'v’r?\

gianoeianicts GMP.

06-09-2024 14:15

Bichop (IHTepHeLunn) IHK., PexeHwTpacce 37, CH-9014 Ct. FanneH




CEPTU®IKAT AHATI3Y M alifgain
Poamip cepii: 19203 VTI
Cepia Ne: NAB71202
Homep ERP Cepii.: ABK361

Homep npoayxry: 1000589

[poaykt: Manstodep® ®on

Jara upoGuuursa: 08.05.2024
®opma BHITYCKY: ) Crpok npuaarHocti: 05-2029
tabneTku xysaupHi, 100 mr/0,35 mr, no 10 TabaeTok B
2 . : i i Jlara unycky: 11 Bepecus 2024
Gnictepi; o 3 GaicTepH B KapTOHHIH KopoOLUi

Bignoeigxo no: SPEC096233PS-EN03v.1

MokazHHUEK Oauun- PesyabTaTn Crneundikauis MeTtoa

ust
Brpara B Maci npu % M/M 5,6 <9,0 Amnanizaropa BOJIOrocCTi,
BUCYIIVBaHHI BHYTpIiLUHI#
Mikpobionoriuna
yucToTa
3arasnbHe 4YUCIo
aepoOHuX TecT Ha picT
MiKpOOpraHisMiB KYO/r <10° <10° €ap. Gapm.* 2.6.12,
(TAMC) 5.1.4.
3aranbHe 4MCIIo
JPIKIKOBHX Ta TeCT Ha picT
niaiceHeBUX rpubis KYO/r <102 <10? €pp. Qapm.* 2.6.12,
(TYMC) 5.1.4.
BiacyTHicTb TeCT Ha picT a4
Escherichia coli Blr BincyTHi BincyTHi creudivHuX

MIKpOOpraHiamis
€sp. Gapm.* 5.1.4,

2.6.13
KinbkicHe BU3HAUCHHA
3anizo MI 100 95—105 Komniekcomerpuute
TUTpYBaHHsA, Dapm.
CILA 541, BHyTpiluHiii
dorieBa KUCI0TA MKT 389 315-443 BEPX €Bsp. ®apm.*

2.2.29,2.2.46 / Qapm.
CILA 621, BHYTpiLIHiii

* niroue BujaHHs €Bponeiicbkol dapmakorner
**M: pehepeHTHe 3HaUEHHA BiAMOBiAHO 10 MoHorpadii 2.9.40 €p. Dapm.
H/3 — He 3aCTOCOBYETHCA

LIMM MiATBEpDKYEMO, 1110 NIPOAYKT GYB BUTOTOB/IEHHH y BiamoBigHocTi 0 Bumor GMP i BumylieHHi
BiNoBifansHo0 0co00k0.

Bunyck cepii

VnosHoBaxkeHa ocoba / Jlenerat:  Dr. M. Scharer

KomenTapi: H/3 m

Tax I:I

Hata: 11 Bepecus 2024
[Tianuc: /nigmacaso/

06-09-2024 14:15 Bicop (IHTepHewwHn) IHk., PexenwTpacce 37, CH-8014 Ct. Mannex 3/3




CEPTU®DIKAT AHANI3Y

Homep npoaykry: 1000589

[poaykt: Manstodep® @on

dopMa BUITyCKY:

tabnetku xkysanbhi, 100 mr/0,35 mr, no 10 tabnetok B
Haictepi; no 3 GnicTepu B KapTOHHIH KopoOLi

BignosigHo a0: SPEC096233PS-ENO03v.1

Kpaina: Ykpaina

Poawmip cepii: 19203 VTI
Cepis Ne: NAB71202

Homep ERP Cepii.: ABK361
Hata Bupoduuursa: 08.05.2024

Crpox npugartocti: 05-2029

Iara sunycky: 11 Bepecus 2024

06-09-2024 14:15

Bithop (IHTepHelwHn) IHk., PexenwTpacce 37, CH-0014 Cr. ManneH

Ioka3sHHK Oaunn- PesyabTaTn Cneundikauis MeToj
151
Onuc KopuuHesi Tabnetku 3 Kopuutesi TabneTku 3 ) .
BKparnieHHAMH 611010 BKparuieHHaMH 6i1oro B;:é{{ T‘;";‘;”
KONBOPY i PHCKOIO KOMBOPY i PHCKOO po’
[nenTndikauis & .
3anizo YTBOPEHHS CHHLOTO VY TBOpeHHA CHHBOTO (peoaj}lcl;_ﬁg%igi?ﬁ;g)
KOMILJIEKCY 3ami3a 3 KOMIIJIEKCY 3a71i3a 3 €sp. Gapm.* 2.3.1
depouianizom depouianizom
MonekynsapHa maca:
My Ha 56’700 37°000 - 73’000
I'TIX €pp. Papm.*
; s " 2.2.30/ ®dapm. CIIIA
a - o
M, A 44700 29°000 — 51°000 621, BEyoptih
P= M./ M, 1,3 <1,7
Posnaganus XB <30 <30 €gp. Mapm.* 2.9.1
OnHOpiaHICT
[1030BaHUX OTMHHILb Bapiauii macu
CepenHs Maca M 730 695 - 765 €sp. Gapm.*
[Mpuiimanshe uucno (10 % 2,3 <150 €sp. Papm.* 2.9.40,
TabneToK) ®apm. CLIA 541
abo . i
[ IpuiimaneHe uucio (30 /o H3 =150 €sp. Dapm.* 2.9.40,
TabreToK) Ta Mapm. CILA 541
BiIXWJICHHS - B €sp. Papm.* 2.9.40,
IHAMBIAYaJIBHUX Mac M H/3 =025 ®apm. CILIA 541
OnHOpiAHICTS OJHOPIAHICTB BMICTY
JI030BaHUX OJIMHHUIB €pp. Papm.* 2.9.40
Morniera kucnoTa BEPX, €sp. ®apm.*
[puiimanbhe yncno (10 % 5,7 <15.0 2.2.29, BHYTpilIHIH
TabneTox) - ;
a60 OnHOPIHICTE BMICTY
[puitmanbhe yncno (30 % H/3 <150 €sp. Dapm.* 2.9.40
rabneToK) BEPX, €8p. ®apm.*
Hra 2.2.29, BHYTpILIHIH
Bi IXM/I€HHA . i
{HAMBILyaIbHUX Mac M H/3 0,25




Batch Certificate

Article-No.:
Name of product:

Country of origin:
Importing country:
Marketing Authorisation Number:

Strength/Potency:

Dosage form:

Package size and type:
Batch-No.:

ERP Batch-No.:

Batch size:

Date of manufacture:
Expiry date:

Release date:

Results of analysis:

Comments/remarks:

Manufacturers Names and Addresses:

Man. Authorisation Ne:

1,71
\’g\" T %

N

s %

g:,- Vifor -

< (Intemational) Inc , v/ VIFOR
k s PHARMA
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1000589

Maltofer® Fol, chewable tablets, 100 mg/0,35 mg N230(10x3) in
blisters

Switzerland
Ukraine
UA/5870/01/01

1 tablet contains 357 mg Iron (lll) — Hydroxide — Polymaltose,
which is equivalent 100 mg Iron, folic acid 0,35 mg

Chewable tablets, 100 mg/0,35 mg
10 tablets in blister; 3 blisters in carton box
NAB71202
ABK361
19203 PC
08.05.2024
05-2028
11 SEP, W
See attached certificate of analysis

Do not store above 25 °C

1) Manufacturing of bulk product, primary and secondary
packaging: Corden Pharma Fribourg SA,
Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
2) Quality control, batch release: Vifor (International) Inc.,
Rechenstrasse 37, 9014 St. Gallen, Switzerland

1) Ne511101-102709004
2) Ne 511557-102726037

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling 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 Authorization 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.

06-08-2024 14:15 Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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CERTIFICATE OF ANALYSIS 3 &
M2coutic?
Article-No.: 1000589 Country: Ukraine
Batch size: 19203 PC
Product: Maltofer® Fol Batch-No.: NAB71202

ERP Batch-No.: ABK361

Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in Man.date: 08.05.2024
blister 3 blisters in carton box ' ' e
Expiry: 05-2029

Rel. Date: 11 SEP. 2O

According to; SPEC096233PS-ENO3v.1

Parameter Unit Results Tolerances Method
it Brown-white speckled Brown-white speckled : i
Characteristics wbletwith a score fine tablet with a score line Visual examination
: : 2 Farmation of blue complex Formation of blue complex Color reaction
Identification of iron | of iron with ferrocyanide of iron with ferrocyanide | (reaction C for iron),
| Ph. Eur.* 2.3.1
Molecular weight:
Mw Da 56'700 37'000 — 73'000 GPC Ph. Eur.*
" Da 44700 29'000 - 51'000 AL LRt
n 13 <17 In-house
P = Mw/Ma ' )
Disintegration time min <30 <30 Ph. Eur.* 2.9.1
Uniformity of Dosage Units
730 R Mass variation
Average mass. mg 695 - 765 Ph. Eur*
10 o : :
Acceptance value (10 tablets) Yo 23 5s15.0 Ph. Eur* 2.9.40.
of USP 541
Acceptance value (30 tablets) % N/A £15.0 Ph. Eur.* 2.8.40,
USP 541
and
- i o Ph. Eur.” 2.5.40,
deviation of individual masses M N/A s0.25 USP 541
Uniformity of Dosage Units Folic
Acid Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (10 tablets) % 57 £15.0 HPLC, Ph. Eur.*
2.2.29, In-house
il Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (30 tablets) % N/A $15.0 HPLC, Ph. Eur.*
2.2.29, In-house
and Content uniformity
Ph, Eur.* 2.9.40
deviation of individual masses M** N/A £0.25 HPLC, Ph. Eur.*
2.2.29, In-house

06-09-2024 14:15 Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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CERTIFICATE OF ANALYSIS S
B Country: Ukraine
Article-No.: 1000589 Batch size: 19203 PC

Batch-No.: NAB71202
Product: Maltofer® Fol ERP Batch-No.: ABK361

. Man.date: 08.05.2024
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in )
blister 3 blisters in carton box Expiry: 05-2029

Rel. Date: 1 SEp. ﬂ“

According to: SPEC096233PS-EN03v.1

Parameter Unit Results Tolerances Method
Loss on drying % m/m 56 <9.0 Moisture analyser,
In-house

Microbiological Examination

Total aerobic microbial count (TAMC)|  cfuig <10° <10°% Growth test, Ph.Eur.
26.12,5.1.4
Total combined yeast/ moulds count cfulg <102 <102 Growth test, Ph.Eur.”
(TYMC) 2.6.12,5.1.4
Absence of Escherichia coli perig Absent Absent Growth ot for
specific
microorganisms
A Ph. Eur.* 5.1.4,
Ry 26.13
Complexometric
Iron mg 100 95-105 titration, USP 541,
In-house
HPLC, Ph. Eur.*
Folic acid Hg 380 315-443 2.2.29,22.46/
USP 8621,
In-house

* European Pharmacopoeia, current edition
** M = reference value according to 2.8.40 monograph Ph. Eur.
N/A=Not applicable

We herewith certify that the product has been manufactured in accordance with the GMP-regulations and released by the person
responsible.

Batch release
D Dr. T. Willimann D Dr. J. Bernarding

Qualified Person / Delegate:
g /E Dr. M. Schirer [] M. Pharm. S. Pacilio

Comments: N/A
Yes P i
pate: s
Signature: 1
06-09-2024 14:15 Vifor (International) Inc., Rechenstrasse 37, CH-2014 St. Gallen
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NEPXKABHA CJYXBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOV 37078774

BUCHOBOK
NPO AKICTh BBE3€HOI0 B YKPAaiHy JiKapchbKOro 3acody

23.01.2025 Ne 1854/25/10

MAJIBTOPEP® ©O.JI

(HaliMeHYBaHHS JIKApChKOro 3acofy 3riHO 3 peeCTpaLliiHHM [OCBiI4EHHAM)
TabJaeTku :Kysaubhi, 100 mr/0,35 mr, no 10 Tadaerox y 6micrepi; nmo 3 6iicrepu y KapToHHii
KopoOui

(topma BHITYCKY, JO3YBaHHA, BH/I MaKyBaHHA TiKapceKoro 3acoby)
Howmep peectpaniiitoro nocsimuenns UA/5870/01/01 crpoxk aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne NAB71202 KinekicTs BBe3eHoro nikapeskoro 3acoby 840

Bupo6HuK Bigop (InTeprewnn) Iuk., HIennapis

(naliMeHyBaHHS BHPOOHHUKA JIIKAPCHKOrO 3aco0y, KpaiHa MOXOMKEHHS)

Breseno B Yipainy TosapucTBoO 3 00MmeskeHolo BinnosigaaenicTio "JIEJIBTA
MEJIKEJI", inent. kox: 39448817

(nakimenysanna Ta koz 3a EJIPTIOY opunnunoi ocobu abo npizeuiue, iM'sa, o 6aTeKoBi hiznuHOT
0cobH - mianpHeMId, [ MicLle IIPOXKUBAHHA Ta PeeCTpaLliHHHI HoMep 00MIKOBOT KapTKH IIIATHHKA
noaaTkiB abo cepid Ta HOMep MacnopTa)

Iporokoa BisyansHoro kourpomio sin 22.01.2025 Ne 0106/6.

3a pesyneTaTaMM JIepKABHOTO KOHTPOJKO BCTAHOBJICHO, IO JHKAapCHKWE 3acid BBeseno B VYkpainy 3

AOTPHUMAHHAM BuMOTr 3aKOHOJaBCTBA MO0 3a0e3MeYeHHS SKOCT] MKapChKHUX 3ac06iB.
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JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npos. Ceitimuunoi Hanii, 3, m.Kuis, 02099, ten/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKOro 3acody

06.02.2025 Ne 4646/25/1011

MAJIbTODEP® ®OJI

(HaliMeHYBaHH# 1iKapcbKOTo 3acoby 3riIHO 3 peecTpaLiiHHM MMOCBIAYeHHAM)
TabaeTkH xyBaabHi, 100 Mr/0,35 mr mo 10 rabéaerok y 6icrepi; mo 3 iaicrepu y kapToHHiH
KopooOui
(hopma BHITyCKY, 103YBaHHA, BH/ MAKyBaHH: JIIKAPCLKOTO 3aco0y)

Howmep peectpauiiinoro nocsiguenns UA/5870/01/01 crpox nii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoby Ne NAB71202 KinpkicTs BBe3eHOro sikapeskoro 3acoby 8340

Bupo6Hnk Bidop (Intepuemnn) Iuk., llIBernapis
(naiiMenyBaHHa BHpOOHHKA JlikapcbKoro 3acofy, KpaiHa MOXOMKEHH:)

Baeseno B Ykpainy ToBapucTio 3 00mexenowo Bignosigaanuictio "JIEJIBTA
MEIIKEJI", inent. kox: 39448817
(naiimenyBanns Ta koa 3a €/IPTIOY ropuanyHoi ocobu abo npi3sumle, imM'a, mo 6aTbKOBI GizH4HOT
0cobH - MANpHEMI, 1T MiCLIe TPOKMBAHHA Ta PeecTpalliitHHil HomMep 00/11KOBOT KAPTKH TUIATHHKA
noaatkiB abo cepis Ta HOMep Macnopra)

Mporokoa sisyansnoro kontposio sia 04.02.2025 Ne 0330/2.

3a pesynbTaTaMH JIEpKABHOTO KOHTPOJIIO BCTAHOBIEHO, 10 JKapchkuit 3acid BBe3eHO B YkpaiHy 3

JOTPHMAHHSM BuMOr 3aKOHO/IABCTBA 1010 3abe3nedeHHs AKOCTI IIKapChKHX 3aco0iB.

Biktop CTE®KIBCHKHF

(74 (manucy (ininianu Ta npizeuule)
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CEPTUDIKAT CEPII

Homep npoaykry:
Hasga npoaykry:

Kpaina-BupoOHHK:

Kpaina-imnoprep:

Peectpauiitne noceiguenHs Ne:

Jo3ysanus/Cuna aif:

Jlikapceka dopma:
Po3mip i BUA nakyBaHH::
Cepis Ne:

Howmep ERP Cepii.:
Po3wmip cepii:

Hara BupoOHHMLTRA:
Tepmin npuaaTHoCTI:
Jlara BUMyCKYy:
PesynbTaTi aHanizy:

Komenrapi/3ayBaxeHHs:

HasBa i azpeca BUpOOHMKIB:

Ne Jliuensii BupoOHHKa

3anBsa npo ceptudikauiro:

1000589

Manstoep® @os, TabneTku KysanbHi, 100 mr/0,35 mr Ne30
(10x3) B OGnicTepax

UIgekiuapis

Vkpaina

UA/5870/01/01

1 Tabnetka mictutb: 357 Mr 3aniza (I1I) riapokcuay
MoJIiManbTO3ar, 110 ekBiBaneHTHO 100 Mr 3ai3a,

¢oniesoi kucnotu 0,35 mMr

TabNeTKH xKyBaibHi, no 100 mr/0,35 mMr

10 Tabnetok B Guictepi; no 3 GicTepy B KapTOHHINA KOpoOLUi
NAC12001

ABM933

19068 V1.

08.08.2024

08-2029

10 sxoBTHA 2024

Jue. Ceprudikar ananisy

36epiratu rpu Temnepatypi He Oinbie 25 °C

1) BupoOHHuLTBO Hepo3dacoBaHOT POy KLii, IEpBUHHE Ta
BTOpHHHE nakyBanHs: Kopien ®apma ®pibyp CA, Pyt e
Moukop 10, 1752 Buanap-ctop-I'nan, Ilseiiuapis

2) KouTposb gKocTi, 103B11 Ha BUITycK cepii: Bidop
(IarepHewnn) IHk., Pexenwrpacce 37, 9014 Cr. INannen,
[lIBefinapis

1) Ne 511101-102709004
2) Ne 511557-102726037

LM s 3acBiguyro, 10 HaBeaeHa Bulile iHGOPMAaLis € A0CTOBIPHOKO Ta ToyHoo. LIto cepito mpomykuii

Oys0 BupoOseHO (BKJIIOYAKOYM TaKyBaHHS/MapKyBaHHsS) Ta TIPOBEJIEHO KOHTPO/Ib il AKOCTI Ha

BHIIE3a3HaueHIil IbHULI Y MOBHIA BianoeigHocti 3 Bumoramu GMP, BCTaHOBNEHWMM MiCLIEBUM

peryasTOpHUM OpPraHOM, a TAKOK BIAMOBIIHO 0 crielMdiKallii, 1110 MICTATLCA Y peemy JI0CBE
NS

signoeiaxicts GMP.

09-10-2024 13:12

Bichop (IHTepHewHn) IHk., PexeHwTpacce 37, CH-9014 Cr. Mannex




CEPTUDIKAT AHATI3Y

Homep npoaykry: 1000589

[Tpoaykr: Manstodep® don

dopma BHITyCKY:

tabneTku xyBaneHi, 100 Mr/0,35 mr, no 10 Tabnerox B
Onictepi; no 3 OnicTepu B KApTOHHIN KOpoO1i

Bignoeigno go: SPEC096233PS-EN03v.1

Kpaina: Ykpaina

Poamip cepii: 19068 VII
Cepia Ne: NAC12001

Howmep ERP Cepii.: ABM933

Hara BupoGuuursa: 08.08.2024

Ctpoxk npuaartHocTi: 08-2029

Jlara Bunycky: 10 sxosTHa 2024

09-10-2024 13:12

Bicbop (IHTepHewHn) IHk., PexeHwrTpacce 37, CH-9014 Cr. lannewx

Moka3sHUK Oauenui PesyasTaTn Cneundikauis MeTon
Omnuc Kopuunesi Tabnetku 3 KopuyHesi TabneTku 3 | B
BKparuieHHAMu Ginoro | Bkpannennsmu 6inoro BisyabHuii
. ) ; KOHTpPOIh
KOJIbOPY 1 PHCKOIO KOJBOPY | PHCKOIO
InenTudikauis K .
3anizo YTBOPEHHS CHHBOTO YTBOpEHHS CHHBOTO (pe(;lzoigoc[;zge;;hwlil;g)
KOMIIJIEKCY 3asi3a 3 KOMIIJIEKCY 3aliza 3 €ap. Gapm.* 2.3.1
tdepouianigom depouianizom
MounekynsipHa maca:
M, Ha 58°500 37°000 - 737000
I'TIX €p. Gapm.*
Tla , 000 _ S1° 2.2.30/ ®apwm. CLIA
M, 45900 29°000 - 51°000 621, BRYTpilHil
P=M./ M, 1,3 <17
Posnananns XB <30 <30 €sp. Qapm.* 2.9.1
OnHOpiaHICTE
1030BAHUX OJIMHHLIb Bapiauii macu
Cepenns maca Mr 736 695 - 765 €sp. Mapm.*
[[puiimansre uucro (10 % 2,5 <150 €sp. ®apm.* 2.9.40,
TabNeTOK) ®apm. CILA 541
abo :
[TpuiiManshe uymcno (30 7o H3 <150 €8p. Papm.* 2.9.40,
TabrneTok) Ta ®apm. CIIA 541
BiAXHIIEHHS . 5 €gp. ®apm.* 2.9.40,
iHMBIlyanbHUX Mac M H/3 =025 ®dapm. CILIA 541
OnHopigHicTs OJHOpPIAHICTL BMICTY
JI030BaHUX OJIMHHULb €rp. ®apm.* 2.9.40
(osniera kucnora BEPX, €sp. ®apm.*
[Npuiimanbhe vucio (10 % 8,6 <150 2.2.29, BHyTpilUHiji
TabeTok) o _
6 OnHOpiAHICTE BMIiCTY
[Mpuitmanshe uneno (30 % H/3 <150 €sp. Dapm.* 2.9.40
TabJIeTOK) BEPX, €sp. ®apm.*
Ta
BiIXMJIEHHA .
i HIMBI /Iy albHUX Mac M H/3 <025




CEPTU®DIKAT AHATNI3Y

Homep npoaykry: 1000589

Ipoayxkr: Mansrodep® don

@Dopma BHITYCKY:

tabneTku xyBaibHi, 100 Mr/0,35 mr, no 10 Tabnetok B
Onictepi; mo 3 GaicTepH B KapTOHHIH KopoOui

Bianosigno no: SPEC096233PS-EN03v. 1

Kpaina: Ykpaina

Po3mip cepii: 19068 YTI

Cepis Ne: NAC12001

Homep ERP Cepii.: ABM933
Jlara BupoGuuuTea: 08.08.2024

Crpok npuaarHocti: 08-2029

Jara Bunycky: 10 xoeTHs 2024

IoKa3HHK OnuuaMui PesyabTaTtn Creundikauis MeTtoa

Brpara B mMaci npu % M/M 54 <9,0 AHanizaTopa BoJ0rocTi,

BHCY LIy BaHHI BHYTpilLHiii

Mikpobionoriuna

YUCTOTA

3aranbHe YHCIo

aepoOHUX TecT Ha picT

MIKpOOpPraHizmis KYO/r <10? <10° €p. Gapm.* 2.6.12,

(TAMC) 5.1.4.

3aransHe YHCI0

JIPIKIPKOBUX Ta TeCT Ha picT

TuliceHeRUX rpubin KYO/r <10? <10? €pp. ®apm.* 2.6.12,

(TYMC) 5.1.4.

BiacyTHicTh TECT Ha picT Ans

Escherichia coli BIlr BiacyTni BigcyTHi crienigHNX

MiKpoopraHizmiB
€pp. Gapm.* 5.1.4,
2.6.13
KinbkicHe BU3HaYeHHs
3amiso MT 101 95-105 KomnnekcomerpuuHe
TUTpYBaHHsA, DapmM.
CLLIA 541, BHYTpiLIHI#
MDonieBa KMCIOTA MKT 374 315-443 BEPX €gp. ®apm.*

2.2.29,2.2.46 / dapm.
CILA 621, ayTpiluHii

* niroue BuaanHsa €Bponelicbkol dhapmakonel
**M: pedpepeHTHE 3HAUGHHA BIANOBIIHO 10 MoHOrpadii 2.9.40 €sp. Gapm.

H/3 — He 3acToCcOBY€ETECA

LluM miaTBepaKy€eMo, 110 NpOAYKT OYB BUrOTOBNEHHH y BiAnoeiaHoCTI 10 BuMor GMP 1 BunyueHmii
BIAMOBINAIBLHOK 0c00010.

Bunyck cepii

VYnoBHoBaxkeHa ocoba / Jlenerat:

Komenrapi:

Hara: 10 sxoBTHs 2024
[Tigmuc: /mianucano/

09-10-2024 13:12

w3 M
Tax D

Dr. M. Scharer

Bichop (IHTepHewHn) IHk., PexeHwTpacce 37, CH-9014 Cr. MNanneH
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Batch Certificate

Article-No.:
Name of product:

Country of origin:
Importing country:

Marketing Authorisation Number:

Strength/Potency:

Dosage form:

Package size and type:
Batch-No.:

ERP Batch-No.:

Batch size:

Date of manufacture:
Expiry date:

Release date:

Results of analysis:
Comments/remarks:

Manufacturers Names and Addresses:

Man. Authorisation Ne:
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1000589

Maltofer® Fol, chewable tablets, 100 mg/0,35 mg Ne30(10x3) in
blisters

Switzerland
Ukraine
UA/5870/01/01

1 tablet contains 357 mg Iron (lll) - Hydroxide — Polymaltose,
which is equivalent 100 mg Iron, folic acid 0,35 mg

Chewable tablets, 100 mg/0,35 mg
10 tablets in blister; 3 blisters in carton box
NAC12001
ABM933
19068 PC
08.08.2024
08-202¢
1 0. OKT. 2024
See attached certificate of analysis
Do not store above 25 °C

1) Manufacturing of bulk product, primary and secondary
packaging: Corden Pharma Fribourg SA,
Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
2) Quality control, batch release: Vifor (International) Inc.,
Rechenstrasse 37, 9014 St. Gallen, Switzerland

1) Ne511101-102709004
2) Ne 511557-102726037

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling 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 Authorization 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.

09-10-2024 13:12 Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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Article-No.: 1000589 Country: Ukraine

Batch size: 19068 PC

Product: Maltofer® Fol Batch-No.: NAC12001
ERP Batch-No.: ABM933
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in Man.date: 08.08.2024

blister 3 blisters in carton box
Expiry: 08-2029

Rel. Date: 10, OKT. wmh

According to: SPEC096233PS-EN03v.1

Parameter Unit Results Tolerances Method
~ o Brown-white speckled Brown-white speckled ! =
Characteristics tablet with a score line tablet with a score line Visugl examination
idsntification of ion Fomaisqn of blue complex Formatlon_ of blue com_plex Co_lor reaction
of iron with ferrocyanide of iron with ferrocyanide (reaction C for lron),
Ph. Eur.* 2.3:1
Molecular weight: .
M Da 58'500 37'000 - 73'000 GPC Ph. Eur.* |
Mo Da 45'900 29'000 ~ 51'000 i el e
13 <17 In-house |
P = Mw/Mn
Disintegration time min <30 <30 Ph. Eur,* 2.8.1
Uniformity of Dosage Units ‘
Al 736 . Mass variation
verage mass mg 685~ 765 Ph, Eur.*
[ |
Acceptance value (10 tablets) % 2.5 <15.0 Ph. Eur” 2940, |
or USP 541 ‘
Acceptance value (30 tablets) % N/A <15.0 Ph. Eur.” 2.9.40, |
USP 541
and
deviation of individual masses M** N/A £0.25 Ph. 5;;*524?'40'
Uniformity of Dosage Units Folic
Acid Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (10 tablets) % 86 £15.0 HPLC, Ph. Eur.*
2.2.29, In-house
o Content uniformity
Ph. Eur.* 2.8.40
Acceptance value (30 tablets) % N/A £15.0 HPLC, Ph. Eur.”
2.2.29, In-house
and Content uniformity
Ph. Eur.* 2.9.40
deviation of individual masses M** N/A <0.25 HPLC, Ph. Eur.”
2.2.29, In-house

09-10-2024 13:12 Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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CERTIFICATE OF ANALYSIS “ical pro
Country: Ukraine
Article-No.: 1000589 Batch size: 19068 PC
Batch-No.: NAC12001
Product: Maltofer® Fol ERP Batch-No.: ABM933
Man.date: 08.08.2024
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in )
blister 3 blisters in carton box Expiry: 08-2029
Rel. Date:
1 0. OKT. 2024
According to: SPEC096233PS-EN03v.1
Parameter Unit Results Tolerances Method
Loss on drying % m/m 54 £9.0 Moisture analyser,
In-house
Microbiological Examination
Total aerobic microbial count (TAMC) | cfulg <10° <10 Growth test, Ph.Eur.*
2.6.12,5.1.4
Total combined yeast/ moulds count cfulg <102 s10° Gfo";tg tfzsf'sp‘lhf“r"
(TYMC) ki
R ; Growth test for
Absence of Escherichia coli perig Absent Absent spacific
microorganisms
Ph. Eur.” 5.1.4,
Assay 26.13
Complexometric
Iron mg 101 95- 105 titration, USP 541,
In-house
HPLC, Ph. Eur.*
Falic acid Mg 374 315-443 2.2.29,2246/
USP 821,
In-house

* European Pharmacopoeia, current edition
** M = reference value according to 2.9.40 monograph Ph. Eur.
N/A=Not applicable

We herewith certify that the product has been manufactured in accordance with the GMP-regulations and released by the person
responsible.
Batch release . .

[] or. T. willimann ] or. J. Bernarding

Z] Dr. M. Schirer [] M. Pharm. S. Pacillo

Comments: NIA Q/
Yes [:]

Date: 1 0 OKT. /

7

Qualified Person / Delegate:

Signature:
- ‘/-_‘_

08-10-2024 13:12 / Vifor (International) Inc., Rechenstrasse 37, CH-9014 St. Gallen




HAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npos. CeiTmynoi Haaii, 3, m.Kuig, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKICTh BBe3eHOro B YKpaiHy JiKapcbKoro 3acody

13.03.2025 Ne 10582/25/10

MAJIBTO®EP® ®O.1

(HafiMeHyBaHHA TikapcLKOTo 3aco0y 3riJHO 3 peecTpaliiiHHM MOCBITISHHAM)
Tabuerku xysaabui, 100 mr/0,35 mr, no 10 raduerok y Gaicrepi; no 3 Guicrepn y KapToHHii
Kopooui

(thopma BHITYCKY, 103YBaHHA, B NAKYBaHHs JIKapChKOro 3acofy)
Homep peectpauiiinoro nocsinuenns UA/5870/01/01 crpok nii peecrpauiiinoro nocsiguenns 01.01.2099
Cepin nikapesxoro 3acody Ne NAC12001 KinbkicTs BBeseHoro mikapcskoro 3acoGy 19068

BupoGuuk Bidop (Iateprnemnn) Iuk., IlIseiinapis

(HaliMenyBaHHa BUpOOHHKA NiKapceKoro 3acoly, KpaiHa MOXOKEeHH)

Beesero B Vipainy ToBapuctBo 3 oGmexenorw Bignosinaasuictio "JIEJIBTA
MEJIKEJI", izenr. xon: 39448817

(nafimenyBaHHA Ta Kox 3a €EJIPTIOY ropuanynoi ocobu afo npizerile, iM's, no 6atekoBi GizH4HOT
ocobu - mianpuemus, il Micue TPOKHBAHHA Ta peccTpauiifHHi Homep 001iIKOBOT KaPTKH IIaTHHKA
nojarkis abo cepis Ta HOMEp NacnopTa)

[Mporokou BisyaasHoro koutpo.io six 06.03.2025 Ne 0675/3.

3a  pesyibTaTaMH JIEPKABHOTO KOHTPOJIIO BCTAHOBJIGHO, 10 JHKapchkuil 3aci® BBeseHo B VYKpaiHy 3

AOTPHMAHHSM BHMOr 3aK0OHOJABCTBA 11040 3a6€3NeYeHHs SKOCTI JIiKapchKHX 3acobiB.

Onera EPBLOMEHKO

(minmuc) (ininianu Ta npisBMLIe)

AJIA »
CEPTH®IKATIB|*
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CEPTU®IKAT CEPII

Howmep npoaykry:

Haspa npomykry:

KpaiHa-BHpoOHHK:

Kpaina-imnoprep:

Peecrpatiiiie nmoceiaueHHs Ne:

Jlosyeanns/Cuna aii:

Jlixapcbka popma:
Po3amip i BUZ NaKyBaHHS:
Cepisa Ne:

Howmep ERP Cepii':
Po3mip cepii:

Jlara BupoOHHLTBA:
Tepmin npuaatHocTi:
Hata BHIycKy:
Pesynbraty aHanizy:

KomeHnrapi/3ayBakeHHs:

Hazga i aagpeca BUpOOHHKIB:

Ne Jliuensii BupoOHUKa

3anBa npo ceptudpikauiro:

1000589

Manstodep® ®on, Tabnetku xysanbHi, 100 mr/0,35 mr Ne30
(10x3) B GaicTepax

[Ipeituapis

Vkpaina

UA/5870/01/01

1 Tabnerka mictuts: 357 Mr 3aniza (I1I) rizpokcuay
nosiManeTo3ar, mo eksisanentHo 100 Mr 3anisa,

toniesoi kucnoru 0,35 mr

tabneTku KyBaapHi, mo 100 mr/0,35 mr

10 Tabnerok B Gaicrepi; no 3 6aicTepH B KapTOHHIH KOpoOLi
NADI11901

ACD998

18936 VII.

04.03.2025

03-2030

01 Tpaens 2025

Hue. Ceprudikat aHanisy

36epiratu npu Temreparypi He Oinpie 25 °C

1) BupoGHHuLTBO Hepo3dacoBaHOT NMPOAYKLIT, NEPBHHHE Ta
BTOPHMHHE [aKyBaHHsi, KOHTpoub sikocTi: Kopaen ®apma @pibyp
CA., Pyt ne Monxop 10, 1752 Bunnap-ctop-I"naw, lllseiiuapis
2) o3in Ha Bumyck cepii: Bigop (InTeprewnn) Ink.,
Pexenwrpacce 37, 9014 Cr. I'annen, lIpefinapis

1) Ne 511101-102709004
2) Ne 511557-102738216

LliM 5 3acBiTuyIo, 0 HaBe/ieHa BHLIE iH(OPMALLsS € ZOCTOBIPHOIO Ta TouHOK. Llfo cepito npoaykuii
Oyno BMpPOOIEHO (BKTHOYAIOYM T1AKyBAHHs/MAapKyBaHHs) Ta NpPOBEAEHO KOHTPoMb ii sKOCTI Ha
BUIIE3a3HAYeHil AiMbHAII Y MOBHIH BianmoigHocti 3 BuMoramu GMP, BCTAHOBIEHMMH MiCLIEBUM
peryJIATOPHAM OPraHOM, a TAKOXK BIATNOBIAHO 10 CrIeLM(iKaLiH, 10 MICTATBCS y PEECTPALLIiHOMY 10ChE
KpaiHu immopTepa abo B gocke creumdikaliil Ha npenapar Ul J0CTIKYBAaHOTO JiKapehKOro

3acoby. [IpoTokoaM BMpOOHMLTBA, MAKyBaHHs Ta aHanisis Oyno mnepersistHyTo Ta B

pianosiaHicts GMP,

01-05-2025 09:34 Bichop (IHTepHewwHn) IHK., PexeHwrTpacce 37, CH-8014 Cr. ManneH




CEPTUDIKAT AHANI3Y

Homep npoaykry: 1000589

[Mpoaykr: Manstodep® don

dopma BUIYCKY:

tabnerku xysanphi, 100 Mr/0,35 mr, no 10 Tabaerok B
6aictepi; no 3 GaicTepu B KapTOHHIH KopoOLi

Bignosigno no: SPEC096233PS-EN03v.1

Kpaina: Ykpaiua

Posmip cepii: 18936 VIIT
Cepis Ne: NAD11901

Homep ERP Cepii.: ACD998

Hara BupoOuuurea: 04.03.2025

Ctpoxk npuaatsocti: 03-2030

Jara sunycky: 01 tpaBua 2025

Iloka3sHHEK Oauuuui PesyabTaTH Crneundikauis MeToa
Onuce Kopuunesi TabneTku 3 Kopuunesi TabneTku 3 . .
BKparieHHsmu 6ioro BKparieHHaMH 6ioro Béé{{“‘;”qi"
KOJBOPY 1 PUCKOIO KOJIBOPY 1 PUCKOIO PO/
[nenTndikauis .
3anizo VYTBOpEHHA CHHBOTO YTBOpEHHH CHHBOrO (E ;Al‘;l‘)ig%a}igz%?;g)
KOMILIEKCY 3alli3a 3 KOMIIIEKCY 3aJti3a 3 €Bp. Gapm.* 2.3.1
(epouiaigom thepouiaHiaoM
MonekynspHa maca:
My Ha 557800 37°000—73"000
I'TIX €gp. Gapm.*
a 3 i i 2.2.30/ dapm. CLIA
M, A 43°400 29°000 — 51°000 631, prwipimEi
P= M./ M, 1,3 <17
Po3nananHus XB <30 <30 €pp. ®apm.* 2.9.1
OHOpiAHICTE
1030BaHUX OJIMHHLB Bapiauii macu
CepeaHs maca Mr 732 695 — 765 €sp. Dapm.*
Mpuitmansue yucno (10 % 2,9 <150 €sp. Papm.* 2.9.40,
TabeToK) Mapm. CLLA 541
abo ,
[Tpuitmanene uucao (30 L H/3 <150 €gp. Gapm.* 2.9.40,
TabneTok) Ta ®apwm. CLIA 541
BiZIXMJIEHHS - - €gp. @apm.* 2.9.40,
|iHAuBIIyanbHUX Mac M H/3 <0.25 ®apm. CLIA 541
OaHopiaHICTE OnHOpIAHICTE BMICTY
JI030BaHUX OJUHHLb €gp. ®apm.* 2.9.40
DonieBa KUCI0TA BEPX, €sp. ®apm.*
[TpuiimManshe uncio (10 % 57 <15,0 2.2.29, BHYTpilHiii
TabJIETOK) o ,
S50 OnuopinHicTs BMiCTY
[puitmanshe yncio (30 % H/3 <150 €sp. Gapm.* 2.9.4(1
raG1eToK) BEPX, €sp. (I?ap.\?.u
Ta
BiJIXMJICHHSA : .
iHIWBITyaIbHHX Mac M H/3 <025

01-05-2025 09:34

Bithop (IHTepHewwHn) IHK., PexeHwrtpacce 37, CH-9014 Cr. ManneH
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CEPTUDIKAT AHANI3Y

Homep npoayxkry: 1000589

[Mpoayxt: Manstodep® don

®dopma BUITYCKY:

tabnerku xysanbHi, 100 mr/0,35 mr, no 10 rabnerok B

Gaicrepi; no 3 BaicTepu B KapTOHHIH kKopoOui

BianoriaHo no: SPEC096233PS-EN03v.1

Kpaina: Ykpaina

Po3mip cepii: 18936 YTI

Cepia No: NAD11901

Homep ERP Cepii.: ACD998

Harta supoduuursa: 04.03.2025

Crpoxk npupatHocTi: 03-2030

Iara sunycky: 01 Tpagus 2025

MokazHHK OnuHnui Pe3yiabTaTH Creumikauis Meton
Brpara B mMaci npu % M/M 5,0 <90 AHanizaropa BoJIOrocTi,
BHCYIIYBaHHI BHYTPILIHI i
Mikpobionoriysa
YUCTOTA
3arajibHe 4MCIIo
aepoOHNX TECT Ha picT
MiKpoopraHi3miB KYO/r <10° <10° €gp. Gapm.* 2.6.12,
(TAMC) 5.1.4,
3aranbHe 4ucio
JIPDKDKOBHX Ta TECT Ha picT
niiceHeBHX rpubis KYO/r <10 <10 €sp. GapMm.* 2.6.12,
(TYMC) 5.14.
BincyTtHicTs TECT Ha picT Ans
Escherichia coli Blr BincyThi BiacyThi crieuudidHIX
MiKpOOpraHi3miB
€sp. Gapm.* 5.1.4,
2.6.13
KinbkicHe BU3HAYeHHs
aitiso MT 102 95-105 KomniekcomeTpuuHe
TUTpYBaHH4, Papm.
CUIA 541, BHyTpiluHii
dornieBa KUcI0Ta MKT 380 315-443 BEPX €sp. ®apm.*
2.2.29,2.2.46 / @apm.
CLUIA 621, BHYTpiLIHiji

* nitove BHAaHHA €Bponeiicbkoi papmakonei

**M: pechepeHTHE 3Ha4YeHHs BianosiaHo 1o Monorpadii 2.9.40 €sp. Papm.

H/3 — He 3acTOCOBYETBCA

L{uM niaTBepKyEMO, 110 TIPOAYKT OyB BUroTOBNEHHIT y BiamoBiaHocTi 10 BUuMor GMP i BumyuieHnit

BiZNOBianbHOK 0c000H0.

Burmyck cepii
VnoBuoBaxkena ocoda / [lenerar:  Dr. J. Bernarding

KomeHnTapi: BigcyTHi

JHata: 01 Tpasus 2025
[Tignuc: /nignucano/

01-05-2025 09:34 Bichop (IHTepHewHn) IHk., PexeHwTpacce 37,

CH-9014 Ct. lanneHx
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Batch Certificate

Article-No.:

Name of product:

Country of origin:
Importing country:

Marketing Authorisation Number:

Strength/Potency:

Dosage form:

Package size and type:

Batch-No.:

ERP Batch-No.:
Batch size:

Date of manufacture:
Expiry date:

Release date:
Results of analysis:

Comments/remarks:

5 NG VIFOR

3
w

{Intemational) 'nc
k3

&,
Ceyticat

1000589

PHARMA

Maltofer® Fol, chewable tablets, 100 mg/0,35 mg Ne30(10x3) in

blisters

Switzerland
Ukraine
UA/5870/01/01

1 tablet contains 357 mg lron (Ill) — Hydroxide — Polymaltose,

which is equivalent 100 mg Iron, folic acid 0,35 mg

Chewable tablets, 100 mg/0,35 mg

10 tablets in blister; 3 blisters in carton box

NAD11901
ACD998
18936PC
04.03.2025
03-2030

0 1. MAI 2025

See attached certificate of analysis

Do not store above 25 °C

Manufacturers Names and Addresses: 1) Manufacturing of bulk product, primary and secondary
packaging, quality control: Corden Pharma Fribourg SA,
Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland

2) Batch release: Vifor (International) Inc., Rechenstrasse 37,

Man. Authorisation Ne:

Certification statement:

9014 St. Gallen, Switzerland

1) 511101-102709004
2) 511557-102738216

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling 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 Authorization 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.

01-05-2025 09:34

Vifor (International) Inc., Rechenstrasse 37, CH-8014 St. Gallen
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CERTIFICATE OF ANALYSIS  “rwien®™

Article-No.: 1000589 Country: Ukraine

Batch size: 18936PC
Product: Maltofer® Fol Batch-No.: NAD11901

ERP Batch-No.: ACD998

Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in Man.date: 04.03.2025
blister 3 blisters in carton box ' T
Expiry: 03-2030

Rel. Date: 0 1. MAI 2025
According to: SPEC086233PS-EN03v.1

Parameter Unit Results Tolerances Method
tati Brown-white speckled Brown-white speckled - & s
Characteristics tablet with & seave fine ‘abtet with-a ecole.lins Visual examination

tdantitsation oo Formation of blue complex Formation of blue complex Color reaction
of iron with ferrocyanide of iron with ferrocyanide (reaction C for Iron),
Ph. Eur.* 2.3.1
Molecular weight:
M Da 55'800 37'000 - 73000 GPC-Ph. Eur”
M Da 43400 26'000 - 51000 ZER TP BRT,
n 13 <17 In-house
P = Mw/Mn '
Disintegration time min <30 <30 Ph. Eur.* 2.9.1
Uniformity of Dosage Units
732 _ Mass variation
Average mass mg 685 - 765 Ph. Eur.*
0, =134,
Acceptance value (10 tablets) % 29 15.0 Ph. Eur.* 2.9.40,
or USP 541
Acceptance value (30 tablets) % N/A <15.0 Ph. Eur.* 2.9.40,
USP 541
and
i s zios i Ph. Eur.* 2.9.40,
dewahor; of individual masses M N/A =025 USP 541
Uniformity of Dosage Units Folic
Acid Content uniformity
Ph. Eur.* 2.5.40
Acceptance value (10 tablets) % 57 <150 HPLC, Ph. Eur.*

2,2.29, In-house
or Content uniformity
Ph. Eur.* 2.9.40

Acceptance value (30 tablets) % N/A £156.0 HPLC, Ph. Eur.*
2.2.29, In-house

and Content uniformity
Ph. Eur.* 2.9.40
deviation of individual masses M** N/A £0.25 m‘ )
01-05-2025 09:34 Vifor (International) Inc., Rechenstrasse 37, CH-9014 St. Gallen 23 1
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CERTIFICATE OF ANALYSIS utica\”

Country: Ukraine

Article-No.: 1000589 Batch size: 18936PC
Batch-No.: NAD11901
Product: Maltofer® Fol ERP Batch-No.: ACD998

. Man.date: 04.03.2025
Form of supply: chewable tablets, 100 mg/0,35 mg, 10 tablets in )
blister 3 blisters in carton box Expiry: 03-2030

Rel. Date: 01, MAI 2025
According to: SPEC096233PS-ENO3v.1

Parameter Unit Results Tolerances Method
Loss on drying % mim 5.0 <90 Moisture analyser,
In-house

Microbiological Examination
Growth test, Ph.Eur.”

Total aerobic microbial count (TAMC)|  cfu/g <10° s 108
26.12,5.1.4
Total combined yeast/ moulds count cfulg <102 <102 Growth test, Ph.Eur.*
¢ s ; Growth test for
Absence of Escherichia coli perig Absent Absent spacific
microorganisms
A Ph. Eur.* 5.1.4,
asay 26.13
Complexometric
o mg 102 =g titration, USP 541,
In-house
HPLC, Ph. Eur.*
Falic acid Hg 380 315 - 443 2.2.29,2.2.46/
USP 621,
In-house

* European Pharmacapoeia, current edition
** M = reference value according to 2.9.40 monograph Ph. Eur.
N/A=Not applicable

We herewith certify that the product has been manufactured in accordance with the GMP-regulations and released by the person
responsible.

Batch release

[] or. T. willimann Dr. J. Bernarding
Qualified Person / Delegate: i
[] or. M. schirer [C] ™. Pharm. s. Pacillo

Comments: N/A | X

Yes [:]

pate: 01 MAI 2025

>
Signature: - \
01-05-2025 09:34 W§iional) Inc., Rechenstrasse 37, CH-9014 St. Gallen




AEPKABHA CJIY)KBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npoB. CeitTauynoi Hanii, 3, m.Kuig, 02099, ten/dakc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3eHOro B YKpaiHy JiKapcbKoro 3acody

11.07.2025 Ne 33146/25/10

MAJIbTO®EP® ®OJI

(HaiiMeHyBaHHs JiKapcbKOro 3acoly 3riiHO 3 peecTpalifHiUM 110CBIIYEHHAM)
TabsieTkn KyBasabhi, 100 mr/0,35 mr no 10 raéaerok y Guicrepi; no 3 6aicrepu y kapTouniii
KopoOui
(hopma BHITYCKY, 103YBaHHA, BUI MAKyBaHHA JTIKapchKOro 3acoby)

Homep peecrpauiiinoro nocsiauenns UA/5870/01/01 crpox nii peecrpauiiinoro nocsizyenns 01.01.2099
Cepis nikapcekoro saco6y Ne NAD11901 KinbkicTs BBe3eHOTr0 sikapcskoro sacoby 6048

BupobHuxk Bidop (Iarepnennn) Iuk., IIBeiiuapis
(nafimenyBanna BHpOOHHKa JIIKapcLKOTo 3aco0y, KpaiHa NnoXoaKeHHs)

Breseno B Ykpainy TosapucTso 3 o6mexeHol0 Binnosinaabuictio "JIEJIbBTA
MEJIKEJI", inenr. kon: 39448817

(HaiiMeHyBaHHA Ta ko 3a €/IPTIOY opuanunoi ocobu abo npiseuiie, im'a, no 6aTbKOBI
(izuHOi 0cOOHM - niANpuemus, 1T Micle TPOKUBAHHS Ta PeecTpalliiiHuii Homep 06nikoBOT
KapTKH NJ1aTHHKa 1no1aTkis abo cepis Ta Homep nacrnopra)

Iporoko. Bizyaasnoro kourpomo sin 09.07.2025 N 2128/4.

3a  pe3syaeTaTamMM  IEPKABHONO  KOHTPOJIKO BCTAHOBICHO, IO JHKapchkuil 3aci® Beeseno B YKpainy 3

JOTPUMAHHSM BuMOr 3aKOHOZABCTBA 11010 3a6e3Me4enHs AKOCTi JIiKapchKUX 3acoBiB.

Biktop CTE®KIBCHKWH

(iHiiaun Ta npileKiLe)

.@l?uro




CEPTU®DIKAT AHANI3Y

Homep npoaykry: 1000589

IMpoayxt: Manstodep® don

dopma BHITyCKY:

tabnerku kyBanbHi, 100 mr/0,35 mr, no 10 tabneroxk B
Oaictepi; no 3 GaicTepu B KAPTOHHIH KopoOLi

Binnorigno go: SPEC096233PS-EN03v. |

Kpaina: Ykpaina

Pozmip cepii: 18933 VII
Cepis Ne: NAB71302

Homep ERP Cepii.: ABK362
Jlata upoGuuuTsa: 08.05.2024

Crpok npuaatHocTi: 05-2029

Jlata sunycky: 11 Bepechs 2024

Hoka3zHukK OauHuL Pe3_VJ1I:-T2TH Cl'le[l“(l)iKalliﬂ MeToa
Onwuc Kopuunesi TabreTky 3 Kopuunesi TabneTku 3 . .
BKparieHHsMu Binoro BKpaIneHHAMH Bitoro B{lgﬁ‘rﬂﬁf&“
KOJILOPY 1 PUCKOIO KOJIbOpY | PUCKOIO po?
[nenTudikauis K "
3aniszo VTBOpEHHS CHHBOTO YTBOpeHH: CHHBOrO ® eoaﬁlc;];(ga}{ge::}lﬂg )
KOMIIJIEKCY 3aJtiza 3 KOMIIJIeKCY 3anisa 3 €p. Gapm.* 2.3.1
thepouianigom depouianinom
MonekynsapHa maca:
M Ha 56°800 37°000 — 737000
I'TIX €p. Dapm.*
. ) 3 2.2.30/ ®apm. CLIA
a - —
M, A 44700 29°000 - 51°000 631, myvpimmii
P= M./ M, 1.3 21,7
Posznananus XB <30 <30 €Bp. ®apm.*2.9.1
OnHOpPiOHICTE
1030BAHMX OJAMHHLIb Bapiauii macu
Cepe/iHs Maca MT 735 695 — 765 €sp. Papm.*
[TpuiimManshe yucno (10 % 1.8 <150 €rp. Papm.* 2.9.40,
TabneToK) ®apm. CLLIA 541
ado ,
[MpuiimaneHe uncno (30 % H/3 =150 €gp. Mapm.* 2.9.40,
TabiieToK) Ta Mapm. CILIA 541
BIAXHIIEHHSA - J €rp. dapm.* 2.9.40,
{HONBIAyalbHHX Mac M H/3 =025 Mapwm. CLLIA 541
OnHopiaHICTh O/HOpiAHICTE BMICTY
J1030BaHUX OJHHHUb €sp. Papm.* 2.9.40
doniepa KUcI0Ta BEPX, €gp. ®apm.*
[puitmanbhe Yyucso (10 % 7,0 <150 2.2.29, BHyTpiLuHifi
TabneTox) o )
260 OnHopiaHicTb BMICTY
[puitMansHe uucno (30 % H/3 <150 €sp. Gapm.* 2.9.40
raBeToK) BEPX, €sp. d?ap:\?;*
by 2.2.29, BHYTpilLHIi
BiIXHJIEHHA . ) O ’E"*( -{’Eﬁ& TV
iHAMBIZYyaIbHUX Mac M H/3 =025 3 bR

Fic) Nel ) g
%
Q‘I%gq’"ﬂw V~° f
] **Gn"'lﬂa“*
Bichop (IHTepHewwHn) IHk., PexeHwTpacce 37, CH-9014 Cr. lanneH 2/3



CEPTUDIKAT AHANI3Y

Homep npoaykry: 1000589

Tpoaykr: Manstodep®

Dopma BHIYCKY:

don

tabnerky xyBanbHi, 100 mr/0,35 mr, no 10 Tabnerok B
Gaictepi; no 3 GaicTepu B KapTOHHIH KopoOui

Bianosiano 1o: SPEC096233PS-EN03v.1

Kpaina: Ykpaina

Posmip cepii: 18933 VTI
Cepis Ne: NAB71302

Homep ERP Cepii.: ABK362

Jlata supobuuutsa: 08.05.2024

Crpok npuaarHocti: 05-2029

Ilata sumnycky: 11 Bepecus 2024

TToka3Huk Oauuui l-’esyﬂbram Creundikauis MeTron
Brpara B Maci npu % m/m 55 <90 AHajnizaropa BOJOrocTi,
BHUCYLUYBaHHI BHYTpilUHIi
MikpobionoriyHa
qHCcTOTA
3aranbHe YHCIIo
aepoOHHX TECT Ha picT
MiKpOOpraHi3mis KYO/r <10’ <10° €gp. Gapm.* 2.6.12,
(TAMC) 5.14.
3aranbHe YKcIIo
JIPIK/KOBHX Ta TECT Ha picT
niiceHeBUX rpubiB KYO/r <10? <10? E€sp. dapm.* 2.6.12,
(TYMC) 5:1.4;
BixcyTHicTb TecT Ha picT s
Escherichia coli BIlr BincyTHi BiacyTHi creluQivHNX
MiKpOOpraHi3mis
€sp. Gapm.* 5.1.4,
2.6.13
KinekicHe BU3HaueHHS
3aniszo MT 102 95-105 Komnnekcomerpuyne
TUTpYBaHHA, Papm.
CLLA 541, BHyTpiuHiii
donieBa KMCn0Ta MKI 385 315 -443 BEPX €sp. ®apm.*

CIIIA 621, BHYTpiLHIH

2.2.29,2.2.46 / dapm.

* nirove BugaHHsa €Bponeiicbkoi dapmakonel
**M: pedpepeHTHe 3HaueHHs BiAMOBIIHO 10 MoHorpadii 2.9.40 €sp. Mapm.

H/3 — He 3acTOCOBYEThCH

1M MiATBEPKYEMO, 11O NPOAYKT OYB BUroTOB/IEHHUIT y BianosiaHocti 1o BuMor GMP i BinyiueHuit

BI/IMOBIAAJTBHOIO 0C000H0.

Bunyck cepii

VYnosHoBaxxeHa ocoba / Jlenerart:

Hara: 13 BepecHs 2024
[lianuc: /nignucano/

Dr. M. Scharer

Bichop (IHTepHewn) IHk., PexeHwTpacce 37, CH-8014 Ct. ManneH
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Batch Certificate

Article-No.:
Name of product:

Country of origin:
Importing country:

Marketing Authorisation Number:

Strength/Potency:

Dosage form:

Package size and type:
Batch-No.:

ERP Batch-No.:

Batch size:

Date of manufacture:
Expiry date:

Release date:

Results of analysis:

Comments/remarks:

Manufacturers Names and Addresses:

Man. Authorisation Ne:

Certification statement:

Vifor (International) Inc., Rechenstrasse 37, CH-9014

W - Sy,
WF 7,

o %
5 Ve %
< (Intem 'or : o LR
3 Intemationa PHARMA
z‘@ &0‘0
SOutica) € '
1000589

Maltofer® Fol, chewable tablets, 100 mg/0,35 mg Ne30(10x3) in
blisters

Switzerland
Ukraine
UA/5870/01/01

1 tablet contains 357 mg Iron (lll) — Hydroxide — Polymaltose,
which is equivalent 100 mg Iron, folic acid 0,35 mg

Chewable tablets, 100 mg/0,35 mg

10 tablets in blister; 3 blisters in carton box
NAB71302

ABK362

18933 PC

08.05.2024

05-2029

11.09.2024

See attached certificate of analysis

Do not store above 25 °C

1) Manufacturing of bulk product, primary and secondary
packaging: Corden Pharma Fribourg SA,
Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland
2) Quality control, batch release: Vifor (International) Inc.,
Rechenstrasse 37, 9014 St. Gallen, Switzerland

1) Ne 511101-102709004
2) Ne 511557-102726037

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling 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 Authorization 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. :




CERTIFICATE OF ANALYSIS

Article-No.: 1000589

Product: Maltofer® Fol

Form of supply:

- - SW’ )
92 T

S &
o %y
g Vifo z
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3 (Intemational) Inc .,
9:5\) \(}

% &

chewable tablets, 100 mg/0,35 mg, 10 tablets in

blister 3 blisters in carton box

According to: SPEC096233PS-EN03v.1

‘5‘(,
“Cutical ¥

Country: Ukraine

v/ VIFOR
PHARMA

Batch size: 18933 PC
Batch-No.: NAB71302
ERP Batch-No.: ABK362
Man.date: 08.05.2024

Expiry: 05-2029

Rel. Date: 11.08.2024

Parameter Unit Results Tolerances Method
ot Brown-white speckled Brown-white speckled . L
Characteristics e ot siomied bl with & score NG Visual examination
. . ) Formation of blue complex Formation of blue complex Color reaction
Identification of iron of iron with ferrocyanide of iron with ferrocyanide (reaction C for Iron),
Ph. Eur,* 2.3.1
Molecular weight:
Mw Da 56'800 37°000 — 73'000 GPC Ph. Bur.”
M Da 44700 29'000 — 51'000 LTS R
0 In-house
1.3 s1.7
P = Mw/Mn
Disintegration time min <30 <30 Ph. Eur.* 2.9.1
Uniformity of Dosage Units
A 735 N Mass variation
verage mass mg 695 - 765 Ph. Eur *
Acceptance value (1 9 s 15.
p value (10 tablets) Yo 1.8 15.0 Ph. Eur.* 2.9.40,
oF USP 541
Acceptance value (30 tablets) % N/A <15.0 Ph. Eur.* 2.8.40,
USP 541
and
deviation of individual masses M** N/A £0.25 Ph. Egg;‘?ﬁ'o'
Uniformity of Dosage Units Folic
Acid Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (10 tablets) % 7.0 <16.0 HPLC, Ph. Eur.*
2.2.29, In-house
or ; :
Content uniformity
Ph. Eur.* 2.9.40
Acceptance value (30 tablets) % N/A <15.0 HPLC, Ph. Eur.*
2.2.29, In-house
and Content uniformity
Ph. Eur.* 2.9.40
deviation of individual masses M** N/A <£0.25 HPLC, Ph. Eur.*
N 2.2.29, In-house
ME "%
&

Vifor (International) Inc., Rechenstrasse 37, CH-
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JEP)KABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKINA OBJIACTI

npos. Ceitimanoi Hazii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BHUCHOBOK
Npo AKICTh BBe3€HOr0 B YKpaiHy JiKapcbKOro 3acody

13.10.2025 Ne 49941/25/10

MAJIbTO®EP® ®OJ1

(HaliMeHyBaHHA 1iKapCLKOTo 3aco0y 3rigHO 3 peecTpauiifHiHM ITOCBI THIEHHAM)
Tab.aeTku xKyBaabHi, 100 mr/0,35 mr, no 10 taéaerox y 6aicrepi; o 3 duricrepu y KapToHHii
KopooOui

(popma BHIYCKY, 103yBaHHsA, BH MaKyBaHHS TIKapchKoro 3acoby)
Howmep peecrpauiiitoro nocsiguents UA/5870/01/01 crpox aii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nixapcekoro 3acoby Ne NAB71302 KinbkicTs BBe3eHOro nikapcskoro sacoby 9996

BupobHuk Bidop (Iutepremnn) Iuk., Illseiinapia

(nafiMenyBanHs BUpOOHHKa JTIKapehKoro 3acofy, KpaiHa NOXOKeHH )

Baeseno B Yipainy TosapucTBo 3 06Mexenoro BinnosinaasnicTio "IEJIBTA
MEJIKEJI", inent. xon: 39448817

(naiiMenyBanHA Ta koa 3a €/IPIIOVY topuauyHoi ocoby abo npizeume, iM'a, mo GaTbkoBi (izHaHOT
ocofu - nianpHemLs, i Miclle NPOXHBAHHA Ta peecTpaliiiHii HoMep 06iKoBOT KApTKK NIATHHKA
nojartkis abo cepia Ta HOMep nacnopra)

IpoTokou Bisyaabnoro kourpoaio six 13.10.2025 Ne 3166/4.

3a pesyIbTaTaMM  JIGPKABHONO KOHTPONIIO BCTAHOBIGHO, [0 JiKAapchKHH 3aci0 BBeseHo B YKpaiHy 3

JOTPHMAHHAM BHMOr 3aKOHOIABCTBA 111010 3a0e3MeueHHs SKOCTI JIIKapChKHX 3acobiB.

Onera EPLOMEHKOQO

{nianmuc) (iwiniamu Ta npissHie)

* | CEPTHOIKATIB |
Nel
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CERTIFICATE OF ANALYSIS

Article-No.: 1000589

Product: Maltofer® Fol

Form of supply:

According to: SPEC096233PS-EN03Vv.1

chewable tablets, 100 mg/0,35 mg, 10 tablets in
blister 3 blisters in carton box

v/ VIFOR
PHARMA

Country: Ukraine

Batch size: 18933 PC

Batch-No.:

NAB71302

ERP Batch-No.: ABK362
Man.date: 08.05.2024

Expiry: 05-2029

Rel. Date: 11.09.2024

Parameter Unit Results Tolerances Method
Loss on drying % m/m 5.5 <8.0 Moisture analyser,
In-house
Microbiological Examination
Total aerobic microbial count (TAMC)|  cfulg <10° <10% Grovgg t1ezst, 5P1h'45“"*
Total combined yeast/ moulds count cfu/g <102 <102 SR [ g g
(TYMC) 2.6.12,5.1.4
Absence of Escherichia coli per1g Absent Absent Gty st for
specific
microorganisms
A Ph. Eur.* 5.1.4,
ssay 26.13
Complexometric
Iron mg 102 95-105 titration, USP 541,
In-house
HPLC, Ph. Eur.*
Folic acid Hg 385 315 - 443 2.2.29,2.2.46 /
USP 621,
In-house

* European Pharmacopoeia, current edition
** M = reference value according to 2.9.40 monograph Ph. Eur,

N/A=Not applicable

We herewith certify that the product has been manufactured in accordance with the GMP-regulations and released by the

person responsible.

Batch release

Qualified Person / Delegate:

Date:

Signature:

[] or. T. willimann
Dr. M. Schiérer

13, SEP, 202

Q‘ P ——

Vifor (International) Inc., Rechenstrasse 37, CH-9074

|:] Dr. J. Bernarding
[] ™. Pharm. S. Pacillo




CEPTU®IKAT CEPII

Homep npoaykry:

Hazea npoaykry:

Kpaina-BupoOHHK:

Kpaina-imnoprep:

Peectpauiiine nocsinyeHHs Ne:

JosyBanus/Cuna ait:

Jlikapcbka dopma:
Po3mip i BH naKyBaHHA:
Cepis Ne:

Homep ERP Cepii.:
Po3mip cepii:

Jlata BUpoOHMLTBA!
Tepmin npuaatHocTi:
JlaTta BHUITYCKY:
Pe3ynbTaTh ananisy:

KomeHTapi/3ayBakeHHs:

Hasga i anpeca BHPOOHMKIB:

Ne JTiuensii BupoOHHKa

3anaBa npo cepTudikauiro:

1000589

Manbtodpep” ®on, Tabnetku Kysanbhi, 100 Mr/0,35 mr Ne30
(10x3) B GaicTepax

1IBeiuapis

VYkpaina

UA/5870/01/01

1 Tabnerka MicTuTh: 357 mr 3aniza (IIT) rinpokcuay
MOJiMaJIbTO3aT, 1110 ekBiBaneHTHO |00 Mr 3aniza,

doniesoi kucaotu 0,35 Mr

tabneTku xyBanbHi, mo 100 mr/0,35 mr

10 Tabnetok B GuicTepi; o 3 GaicTepu B KAPTOHHIH KOpoOLL
NAB71302

ABK362

18933 VII.

08.05.2024

05-2029

11 Bepechs 2024

Jlus. CeprudikaT aHanisy

36epiratu npu Temnepatypi He Gineme 25 °C

1) Bupo6uuureo Hepo3hacoBaHol MPoAyKLil, NEPBUHHE Ta
propuHHe nakysants: Kopaen ®apma ®pibyp CA, Pyt 1e
Mosnkop 10, 1752 Bunnap-ciop-I'nan, llseiiuapis

2) Koutposib AKocTi, 103Bin Ha Bunyck cepii: Bigop
(Iurepuewnn) Iuk., Pexenmrpacce 37, 9014 Cr. 'annen,
[1IBefinapis

1) Ne 511101-102709004
2) Ne 511557-102726037

[luM s 3acBiquylo, 10 HaBeeHa BUlLe iHOpMaLlist € A0CTOBIpHOK Ta TO4HOK. Lo cepito nponyxuu
Byno BupobieHo (meoqa}oqu naKyBaHHﬂfmapKyBaHHﬂ) Ta NpPOBEJAEHO KOHTPONb 1i SKOCTI Ha
BHLIIe3a3HadYeH il AiIbHMII Y TOBHIM BianosiaHocTi 3 Bumoramu GMP, BeraHoBIEHHMU MiCLIEBUM
pery.ATOPHHM OPraHOM, a TaKOK BiAMOBIHO A0 crieuudiKaLii, 1o MiCTATLCA Y PEECTPALIHHOMY A0CHE

kpaiku iMmoprepa abo B 1oche cneundikalii Ha npenapar A J0CIIKYBAHOTO JIIKApChKOro
3acoby. ITpoToKoiM BHPOOHMIITBA, [AKyBaHHA Ta aHadi3iB Oyno NEpErsHyTO Ta BoRer :

eianosiaHicTe GMP.

Bichop (IHTepHewHn) IHK., PexeHwTpacce 37, CH-9014 Cr. M'annexH
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