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 PHARMA

TOB "IPODAPMA TLJTAHT"

JEKJIAPAILS OO SKOCTI IAKYBAHHA Ne 43 Bin 02.04.2026p.

(10 pexTapauii BHPOOHHAKA mMOA0 AKOCTI OPOAYKTY)

[azsa npoykuii: lieTuuna nobapka «Mieto®AH », kancymu Ne 30

Howmep maprtii BrpobmmmTsa (in bulk): 25601-24

Howmep napTii roToBoi mpo/TyKIit: 25601-24B "

Tlata supobuumrsa: 07.2024

Jlara maxysanms: 04.2026

Kparme CIIOKHTH /10 KIHLUL: 06.2027

Kimekicts mpoaykuii B maptii: 905 ynakosox

Bupo6ruk: ITHK dapmaceyTici CnA, Iranis, 3ona Tna., Bia Tenepe, 16, 64020 KacreHoBO
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); Tea.: +39 (0861) 1820881

[Naxypampuuk: TOB «JIPODAPMA IIJIAHT», Ykpaina; ajpeca TIOTYKHOCTEH BUPOOHHITTBA: 07400,
m. Bposapn, Bya1. KniBcbKa, 221-b; Tex. (044) 422-50-70.

TTakysanmsg nposeaeno 3a TY Y 10.8-34414427-011:2015.

HafimMenysanns NOKa3HUKIB Bumoru Hﬂpmaﬂmuo‘l’nnmymeu'raui'l' (TY) Pe3ynbraT
punpobysan.

OpraHOIeNTHYHI TOKASHHKH

3opHilHINA BUTTIAN Trepaa »KeTaTHHOBA Karncysia Binnosijiae
BMicT KarcyJm: CyMilll OpOTIKiB Bil 6inoro
10 Maibxe OIIOTO KOIbOpY

Komnip kancyy, Tino/KpHInKa [Iposopwrii/mpo3opHuit Bignosigac

Janax Cneuudiuauid, B saeKHOCT] Bl Bignoeigae
BUKOpHCTAHOT CHPOBHHH

[MakysaHHs, MAPDKYBAHHI T4 CTPOK NpHAATHOCTI
. :

TMaxyranns | 30 karcyn y banui, | 6anka B yriakositi. 48 Bignoeinae
B YIIAKOROK Y KOPOOi

MapkyBarHs MEPBUHHOT Ta BTOPUHHOT Biamosimio no TY ¥ 10.8-34414427- Bianosizae

YITAKOBKH _ 011:2015

CTpok TIPHAATHOCTI 36 micALiB 3 /laTH BHPOOHHITEA ]

VmorH 30epiranss 36epirat B opuriHanbHi yIIZKOBLll 3@ TEMTEPATYPH gij1 4°C oo
25°C y cyxoMy. 3aXHILIEHOMY iz cBilIa | HEJOCTYIIHOMY A iTeH
Micli, J

BucHopok: [lakyBagHA T2 MapKyBaHHI Tlierwarol noGaskn «Mieto®AH», kancyan Ne 30 maprii
25601-24B Binmorinac Bumoram TY ¥ 10.8-34414427-011:2015.

/..’—1_‘?..“_"". "‘._'.;:_._.___:_ .

A

) BHPOGHHIKA W0 SKOCTI MPOTYKTY.

Jlex/rapamuist SIKOCTi MAKYBaHHA HATAETHCH pazoM 3 ieKTapaj il
F, = ‘3 !"'lf';_-,a;:_

Iiskenep 3 AKOCTI A s AR .S
TOB «[TPO®APMA TIJIAHT» S "ariloatap O.B.
02.04.2026p. 5 AT T :

property of this POF for mare information.
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 PHARMA

TOB "IPODAPMA TLJTAHT"

JEKJIAPAILS OO SKOCTI IAKYBAHHA Ne 43 Bin 02.04.2026p.

(10 pexTapauii BHPOOHHAKA mMOA0 AKOCTI OPOAYKTY)

[azsa npoykuii: lieTuuna nobapka «Mieto®AH », kancymu Ne 30

Howmep maprtii BrpobmmmTsa (in bulk): 25601-24

Howmep napTii roToBoi mpo/TyKIit: 25601-24B "

Tlata supobuumrsa: 07.2024

Jlara maxysanms: 04.2026

Kparme CIIOKHTH /10 KIHLUL: 06.2027

Kimekicts mpoaykuii B maptii: 905 ynakosox

Bupo6ruk: ITHK dapmaceyTici CnA, Iranis, 3ona Tna., Bia Tenepe, 16, 64020 KacreHoBO
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); Tea.: +39 (0861) 1820881

[Naxypampuuk: TOB «JIPODAPMA IIJIAHT», Ykpaina; ajpeca TIOTYKHOCTEH BUPOOHHITTBA: 07400,
m. Bposapn, Bya1. KniBcbKa, 221-b; Tex. (044) 422-50-70.

TTakysanmsg nposeaeno 3a TY Y 10.8-34414427-011:2015.

HafimMenysanns NOKa3HUKIB Bumoru Hﬂpmaﬂmuo‘l’nnmymeu'raui'l' (TY) Pe3ynbraT
punpobysan.

OpraHOIeNTHYHI TOKASHHKH

3opHilHINA BUTTIAN Trepaa »KeTaTHHOBA Karncysia Binnosijiae
BMicT KarcyJm: CyMilll OpOTIKiB Bil 6inoro
10 Maibxe OIIOTO KOIbOpY

Komnip kancyy, Tino/KpHInKa [Iposopwrii/mpo3opHuit Bignosigac

Janax Cneuudiuauid, B saeKHOCT] Bl Bignoeigae
BUKOpHCTAHOT CHPOBHHH

[MakysaHHs, MAPDKYBAHHI T4 CTPOK NpHAATHOCTI
. :

TMaxyranns | 30 karcyn y banui, | 6anka B yriakositi. 48 Bignoeinae
B YIIAKOROK Y KOPOOi

MapkyBarHs MEPBUHHOT Ta BTOPUHHOT Biamosimio no TY ¥ 10.8-34414427- Bianosizae

YITAKOBKH _ 011:2015

CTpok TIPHAATHOCTI 36 micALiB 3 /laTH BHPOOHHITEA ]

VmorH 30epiranss 36epirat B opuriHanbHi yIIZKOBLll 3@ TEMTEPATYPH gij1 4°C oo
25°C y cyxoMy. 3aXHILIEHOMY iz cBilIa | HEJOCTYIIHOMY A iTeH
Micli, J

BucHopok: [lakyBagHA T2 MapKyBaHHI Tlierwarol noGaskn «Mieto®AH», kancyan Ne 30 maprii
25601-24B Binmorinac Bumoram TY ¥ 10.8-34414427-011:2015.

/..’—1_‘?..“_"". "‘._'.;:_._.___:_ .

A

) BHPOGHHIKA W0 SKOCTI MPOTYKTY.

Jlex/rapamuist SIKOCTi MAKYBaHHA HATAETHCH pazoM 3 ieKTapaj il
F, = ‘3 !"'lf';_-,a;:_

Iiskenep 3 AKOCTI A s AR .S
TOB «[TPO®APMA TIJIAHT» S "ariloatap O.B.
02.04.2026p. 5 AT T :

property of this POF for mare information.
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TOB "ITPOPAPMA ILTAHT"

TNEKJIAPAIS OO IKOCTI HAKYBAHHS Ne 29 Bix 25.03.2026p.

(m0 mexmapauii BApOOHHKA NIOA0 AKOCTI MPOAYKTY)

Hassa mpouykuii: Jlieruuna jodania «Mieto®AH », kamcyau Ne 30

Howmep naprii eupoGuuirrea (in bulk): 25601-24

Hownmep maprii rotosof mpogykiii: 25601-24A

Jlara supabunnTea: 07.2024

Hara nmaxysanes: 03.2026

Kpame cnoxuTty 1o xinms: 06.2027

KinmeKicThk mpomykiil B naptii: 915 ynmakosok

Bupobuux: ITHK ®apmaceyrici CuA, Itasuis, 3ona Inj., Bia Tesepe, 16, 64020 Kacreanoso
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Yomano (TE); Ten.: +39 (0861) 1820881

[Maxkysansuuk: TOB «ITPOD®APMA IIJIAIIT», Ykpaina; agpeca notyxHocre pupodmuursa: 07400,
M. bpoBapu, Bya. Kuisckka, 221-B; Ten. (044) 422-50-70.

[Taxysannsg nposeacHo 3a TY ¥ 10.8-34414427-011:2015,

HaliMenypanmus moralnuKie Bumorn nopmatusnoi Jokymenranii (TY) PesyneTaTu
BHNpOOVBAHL

OpradoienTHYHI NOKA3HUKH
30BHITIHIH BUIIIA | TBepaa xeTaTHHOBA Kalcyla Bignosinae
BuMicT KameyaM: cyMin mopomkis sig 6inoro
[0 MalbKe OLTOT0 KOIBopy
Konip xancymu, TUTo/KpHIIKa LIposoputi/mposoperit Bianogijae
3amax Crermudivanid, B 3a1eXHOCT] Bijl Bingnosinae

BHKOPHCTAHOL CAPOBHIH
IlakyBanis, MAPKRYBANHS TA CTPOK NPHAATHOCTI

[laxysanma 30 xamcyn y Ganri, 1 6arka B ynakosui. 48 _ Binnoeinae
YIIaKOBOK Y Kopobi

MapkyeagHs IepBHEHEOL T2 BTOPHANOT Bimmopigno no TY ¥V 10.8-34414427- Binnmoginae

VIIAKOBKH 011:2015

Crpox TIpHAaTHOCTI 36 MicAuis 3 maTH BHPOOHHITEA L

Yumonu 3bepiranHs 30epiraTd B opHIiHATLHIN YITaKoBmi 3a TemMmepatypu i 4°C mo
25°C y cyxoMy, 3aXHIICHOMY Bij CBIT/IA 1 HEIOCTYIHOMY IS AiTel
MicIi.

Bucuopok: Ilaxysanua ta Mapkysanms dietuumoi modasku «Mieno®AH», kameymu Ne 30 maprii
25601-24A minnosinae sumoram TY ¥ 10,8-34414427-011:2015,

Imxenep 3 sikocri :
TOB «IIPOPAPMA IIJTAHT»
25.03.2026p.

TRIAL MODE - a valid license will remove this message. See ¢ of this POF for more infarmation.
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TOB "IIPO®APMA ILJIAHT"
AEKJIAPAIIIS OO SIKOCTI ITAKYBAHHS Ne 103 Big 17.12.2025p.

(mo nexnapauir BHPOOHHKA m0a0 sKocTi NPOOYKTY)

Hassa nponyxuii: ieruuna 1o6aska «Mieno®AH », Kancyan Ne 30

Howmep naprii Bupo6uunrsa (in bulk): 25601-22

Howmep naprii rotosoi npoxykuii: 25601-22E

[lara BupoGunuTsa: 04.2024

Hara nakysanus: 12.2025

Kpame cniosxuru no xinns: 03.2027

Kinbkicts nponyxuii B naprii: 916 YHNaKOBOK

Bupo6uuk: [THK @apmaceyTici CnA, ITanis, 3ona Inn., Bia Tesepe, 16, 64020 Kacreanoso
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); ten.: +39 (0861) 1820881

Iaxysansaux: TOB «[IPO®APMA IUIAHT», Yxpaina; anpeca NoTyXHOCTEH BUpoGHUITRA: 07400,
M. Bposapu, By.1. KuiBchka, 221-B; Ten. (044) 422-50-70.

[Takypanus nposeneno sa TY Y 10.8-34414427-011:2015.

HaiimenyBanus nokasuukis Bumorn nopmaruenof noxkymenTanii (TY) PesyanraTn 1
BHNpolyBaHL

s OpranosienTuyni noxasunxu
30BHIWHIN BUrISA Tsepna xenatunosa kancyna Binnosinae
Bumicr kancymu: cymim nopowkis sia 6inoro
10 Maibke 6inoro kompopy

Konip kancynu, tino/kpumuka ITpo3opuii/nposopuit Bianoginae

3anax Crneundiunuii, B 3anexuocri six Bianosinae
BUKODHCTaHOT CHPOBHHH

IakyBanus, MADKYBaHHS Ta CTPOK NMPHAATHOCTI

[MakyBanus 30 xanicyn y 6anui, 1 6anka B ynakosui. 48 Bianosinae
YNaKOBOK Y KOopobi

MapkysanHs nepsunHOT T2 BTOPHHHOT Binnosigno 1o TV ¥ 10.8-34414427- Bianosinae

YMNaKOBKH 011:2015

CTpok npupatHoCTi 36 mics1iB 3 1aTH BUPOGHUITBA

YMoBu 36epiranna 36epiraTu B OpHriHanbHil ynakoswi 3a TemrnepatypH Bin 4°C oo
25°C y cyxoMy, 3axMImeHOMy Bix cBiTna i HEIOCTYMHOMY I1d OiTei
Miclii.

BucHnoBok: [Takysanus Ta MapKyBaHHs JlieTnunoi no6asku «Miearo®AHy, Kancyau Ne 30 maprii
25601-22E Bixnosinac Bumoram TY Y 10.8-34414427-011:2015.

Jexnapauis skocTi naKyBanHs HagaeThes pasom 3 nemapgyf{i&_’-l_a.r_{p_tiﬁn_nxa MO0 SKACTI NPOAYKTY.

g
gl )

]
By

InskeHep 3 axocTi
TOB «(ITPO®APMA ILIAHT»
17.12.2025p.



PNK @

FFARMACEUTICI

Mieno®AH 250 Mr B KancyJi

Ceprudikar anaisy Ne 202401738

[Mpoayxr: PCP25601
Mapria Ne: 25601-22

OTpumyBau:

Jlara eupoGuuuTBa: 04/2024

Bumnyck: 06/05/2024

TMpunaruuit no: 04/2027

[Naprist opepxysaya: 25601-22

Ananns (SL) 202401738 — Ipoaykr PCP25601- Mieno®AH, 250 mMr 8 Kancyni

Teer

| MeTon

[ JTimitn cneundikanii | Pesyasrar

Mixpobionoziuni nokasHuxu

KarcyJIH

(+7,5%) r Teop. 0,25

AepoGHi Me30¢inbHI ISO 4833:1:2022 <10000KYO/r Biznosinae
6akrepii (TAMC)

JpixmKoBsi Ta nuticeHesi ISO 21257-1/2:2008 | <100 KYO/r Binnosinae
rpubu (TYMC)

Enterobacteriacae 1SO 21258 -2:2017 [ <10KVO/r Bianosinae
Escherechia Coli ISO 16649-2:2010 BigcyTHi/r Bianosigae
Staphilococcus aureus ISO 6888-1:2021 BigcyTHi/r Bianosinae
Listeria spp. ISO 112590-1:2017 BigcyTtHi/25T Bignosiznae
Salmonella spp. ISO 6579- 1:2020 BigcyTHi/25T Bianosijzae
DizuKo-xXiMiuHi NOKAZHUKU

Onwuc Ta Konip 010.A [1PO30pi KancyJiy BiMOBiJaE
Cepenns Bara BMicTy 011.A >0,231 (-7,5%) <0,269 [ 0,235 r

Ananus (SL) 202401739 — ITpoaykrt P25601- Mieno®AH, nopowok

Tect | MeToa JlimiTu cneuudikauil | Peayabrat
Ximiyna naGopatopis
Kinskicts dboniesoi AM 0110_PM >0.475 <0.525 mr/xanc. | 0,477 mr/kanc
KHCJIOTH
Di3uKo-XIMIYHI NOKAZHUKU
Onuc Ta KoJip 010.A nopowok 6inoro Bignoeinae
KOJIBOPY
pH BH. meTon 003.A >55 =15 6.50
AKTHBHICTE BOAM AW <0.600 0,300
Bu. meroa 002.A
BTpaTa npH BHCYLUYBaHi Bu. meton 001.A <8.0 % 7,000 %
[MTEPEBIPEHO Federica Federici 06/05/2024

VYoBH. MeH. 3 fK.

Lleit JokyMeHT c-rw ncsggﬂnoro CHCTEMOIO

06/05/2024
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PNK

FARMACEUTICI Ceprudikar ananizy Ne 202401738
Mieno®AH 250 mr B kancysi
[Mponyxr: PCP25601 Burnyck: 06/05/2024
[Taptia Ne: 25601-22 Hara Bupobuuursa: 04/2024  Ilpupathuii no: 04/2027
Otpumysay: [MapTis oxepxxyBaya: 25601-22
3ASBA 111010 AJUIEPTEHIB
AJIJIEPTEHH Lleit BHpi6 BUroTOBNAETHCS Ha 06'eKTi, e 30epiraroThes Ta MpaLrorOTh 3

ycima anepreHamu, nepeniueHuMH B Jlonatky Il usoro npasuna.
He micTuTh ajiepresis.

[HILI 3ASBU
BSE/TSE [le# mpoAyKT He MiCTUTB CIi/liB Ta pU3MKY Nnepeaadi rybuacrof
eHuedanonarii (SSE I TSE),
NPOAYKT BiANOBIAAE AiOYHM €BPONEHCHKMM HOpMaM.
GMO Lle# npoayKT BiAnoBigae Ail04YMM EBpONeHCEKHM HOpMaM i Mojke OyTH
oronoweru# 6e3 T'MO.
[TecTruunu Lle#t npoaykT BiAnoBifae AitoYMM eBponeicbkuM HopMaM. [IporykT He
3a6pyAHEHHH NECTHLMAAMH i NOBIYHUMH MaTepianamH.
Basxki MeTanu [leit Bupi6 BiAMoBinae Airo4MM €BPONEHCHKHM HOPMaM LIOJO
NpHUCYTHOCTI BaxKux MeTaniB. [Ipoaykr Bignosinae
HOpMaM, BCTAHOBJIEHUM JUIS CBUHIIO, KAAMIIO, PTYTi, MULI'SKY.

MiKOTOKCHHH Llei npoayKT BiAMOBIAaE YAHHOMY EBPOMNEHCEKOMY PErYJIFOBaHHIO.
[TpoAyKT He MIiCTHUTE 3a6pyIHEHUX MaTepialis.
PamioHyxnian Lle#t npoayKT BiAMOBiAaE Airo4nM eBponeiicbkuM HopMam. [Ipoaykr He

3a3HaB MpPOUECiB iOHi3aLil onpoMiHEeHHs
i He 6yJ10 3po6IEHO i3 CHPOBHHH, 1110 3a3HaNa TaKUX MPOLECiB.

PAH Lle#t npoayKT BiAnoOBinae AiloYUM eBpoNeHcEKUM HopMaM. [IpoaykT He
MICTHTB 3a6pyAHEHHX MaTepiaiB 3 NONIUMKTIYHKMH aPOMATHYHHUMH
BYTJIEBOJH.

Ceprudikatu Lle#t npoayKT He Ma€ cepTH)IKaTIB KOIIEPHHUH, XaNAIbHUH,
OpraHi4HHUH.

VMoBH 36epiranns: 36epiraTi NPOAYKT B IPOXOIOAHOMY (<25°), CyxoMy Micui 3aXHILEHOMY BiA CBIT/A.

/A <fnp0¢A_DMA
s IJIAHT»
-‘S-umJ'bm“uunuu

rod 41218-‘-'92

Ie#i JOKYMEHT CTBOPEHO €IEKTPOHHOK CHCTEMOIO

06/05/2024




PNK

FARMACEUTICI

Cetrtificate of Analysis nr.

Qe ot 3
{0ggh 182

Mielofan 250mg capsule E
gV
g
Product: PCP25601 Issue Date: 06/05/2024
Lot: 25601-22 Manufacture Date:  04/2024 Expiry Date: 04/2027
Supplier: Supplier Lot: 25601-22
Analysis (SL) n. 202401738 - Product: PCP25601 - Mielofan 250mg c le
Test Method Specification Limit Result
Mie i ical L rat
Mesophilic Aerobia Charge (TAMC) 1SO 4833-1:2022 <10000 CFU / gr Complies
Yeasts and Molds (TYMC) 1SO 21257-1/2:2008 <100 CFU/gr Complies
Enterobacteriaceae 1SO 21258-2:2017 =10 CFU/gr Complies
Escherichia Coli 1SO 16649-2:2010 Absence / gr Complies
Staphilococcus aures ISO 6888-1:2021 Absence / gr Complies
Listeria spp. 1ISO 11290-1:2017 Absence/25gr Complies
Salmonella spp. 1SO 6579-1:2020 Absence/25d Complies
Physico-chemical Laboratory
Appearance & Color 010A transparent capsule Complies
Medium weight capsule content Int. Method 011.A 20,231 (-7,500%) <0,269 (7,500%) g Theor.: 0,25 0,235 g
Analysis (SL) n. 202401739 - Product: P25601 - Mielofan powder
Test Method Specification Limit Result
Chemical Laboratory
Assay of folic acid AM_0110_RM 20,475 50,525 mglcps 0,477 mglcps
Physico-chemical Laboratory
Appearance & Color 010.A fine white powder Complies
pH Int. Method 003.A 2550 =7,50 6,50
Water activity Aw Int. Method 002.A < 0,600 0,300
Loss on drying UR Int. Method 001.A <8,000 % 7,000 %
APPROVED Federica Federici 06/05/2024
Resp. QA
This document was produced by an electronic system.
06/05/2024 Page 1 0of 2




PNK

FARMACEUTICI

Mielofan 250mg capsule

Certificate of Analysis nr.

e

Product: PCP25601 Issue Date: 06/05/2024

Lot: 25601-22 Manufacture Date:  04/2024 Expiry Date: 04/2027

Supplier: Supplier Lot: 25601-22

STATEMENTS REGARDING ALLERGENS

ALLERGENS This product is manufactured in a facility that holds and works all allergens listed in Annex Il of current regulation .

Does not contain allergens.
OTHER STATEMENTS

BSE/TSE This product does not contain not drift and from the risk of transmission of spongiform encephalopathy (BSE / TSE) . This
product complies with the current European regulation.

GMO This product complies with the current European regulation and can be declared GMO-free.

PESTICIDES This product complies with the current European regulation. The product is not contaminated by pesticides and does not
contain materials.

HEAVY METALS This product complies with the current European regulation conceming the presence of heavy metals. The product meets
the limits set for lead, cadmium, mercury, arsenic.

MYCOTOXIN This product complies with the current European regulation. The product does not contain contaminated materials.

IRRADIATION This product complies with the current European regulation. The product is not suffered irradiation / ionization processes ,
nor has it been madewith raw materials that have undergone such processes.

PAH This product complies with the current European regulation. The product is not contaminated with polycyclic aromatic
hydrocarbons and does not contain contaminated materials.

CERTIFICATIONS This product has no Kosher Certification, Halal, Organic.

STORAGE:  Keep the product in a cool (<25°C), dry place away from direct sunlight.

This document was produced by an electronic system.

06/05/2024

Page 2 of 2
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PHARMA

TOB "TIIPODAPMA TIJIAHT"

TEKJAPAILIS OO AKOCTI NAKYBAHHSI Ne 63 sin 02.09.2025p.

(no gexnapanii BUPOGHHKA 1100 SIKOCTI NPOAYKTY)

Hassa npoaykuii: Jiernuna nobaska «Mieno@AH », kaucysu Ne 30

Homep napTii BupoGHuirea (in bulk): 25601-22

Homep napTii rotosoi npoaykuii: 25601-228

Hara supobuuursa: 04,2024

Jlata nakysanus: 09,2024

Kpatne crioxuty o Kiis: 03.2027

Kinekicts npoayxuii 8 naptii: 1377ynmaKkoBox

Bupobuux; MMHK ®apmaceyrici CoA, Itanis, 3ona Ia., Bia Tenepe, 16, 64020 Kacreanoso
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); Ten.: +39 (0861) 1820881

TMTaxypampruk: TOB «IIPOP®APMA IIJIAHT», Ykpaina; anpeca noryxHocTel BupoGuuirea: 07400,
. Bposapn, sya. Kuiscska, 221-B; Tea. (044) 422-50-70.

IMaxysanns nposeieno 3a TY Y 10.8-34414427-011:2015.

HafiMenyBanus HOKA3HHKIB Bumorn sopmatussoi gokymentauii (TY) Pesysabrar
BuUpobyBaHb

OpranosenTHYHi NOKASHUKEY

SoBHiLIHIE BUTAAL Trepjia KenaTHHOBA Kancyna Binnopijnae
BumicT kancyiim: cymitn nopowkis sin 6inoro
fo Malizxe Gtoro konpopy

Konip kancynu, TNo/KpHLKa TTposopuii/npo3opuli Bimtosijgae
3anax Crneumdignuil, B 3aeKHOCTI BLY Bianosizae
BUKOPHCTAHOT CHPOBHHH

IlaxyBanusi, MAapKYBaHHya TA CTPOK NPUIATHOCTI

[TaxysaHHs 30 karcyn y Gauw, | Garka B yrakosui. 48 Binnosinae
YIIAKOBOK Y KOpoGi

MapxyBaHHs NIEPBUHHOT Ta BTOPHHHOT Bianosingno 1o TY Y 10.8-34414427- Bigrnosinae

YIIaKOBKH 011:2015

CTpox 1pMAATHOCTI 36 micsuis 3 naty BupoGHULTRa

Ymonu sbepiratus 3GepiraTh B OpPUTiHANBHIN ynaxoBLi 3a TeMnepaTypy Bin 4°C 1o
25°C y cyxOMy, 3aXHLICHOMY BiJl CEITA | HEAOCTYTTHOMY [ ek
Mict,

Bucnonor: Tlakysanns rta mapiysauns J{eTaynol no6asku «Mieno®AH» naprii 25601-22B
sianosizae sumoram TY Y 10.8-34414427-011:2015.

Inskenep 3 siKoCTI
TOB «[TPOGAPMA TIJIAHT»
02.09.2025p.







FARNMACELITICH

Mielofan 250mg capsule

Certificate of Analysis nr.

P Y

Product: PCP25601
Lot: 25601-22
Supplier:

Manufacture Date:

04/2024

o

Issue Date: %/05/5(.)24
Expiry Date: 04/2027
Supplier Lot: 25601-22

Analysis (SL) n. 202401738 - Product: PCP25601 - Mielofan 250mg capsule

Test Method Specification Limit Result
Microbiological Laboratory
Mesophilic Aerobia Charge (TAMC) 1SO 4833-1:2022 <10000 CFU / gr Complies
Yeasts and Molds (TYMC) 1SO 21257-1/2:2008 <100 CFU/gr Complies
Enterobacteriaceae 1ISO 21258-2:2017 <10 CFU /gr Complies
Escherichia Coli 1ISO 16649-2:2010 Absence / gr Complies
Staphilococcus aures ISO 6888-1:2021 Absence / gr Complies
Listeria spp. 1SO 11290-1:2017 Absence/25gr Complies
Salmonella spp. 1ISO 6579-1:2020 Absence/25d Complies
Physico-chemical Laboratory
Appearance & Color 010.A transparent capsule Complies
Medium weight capsule content int. Method 011.A 20,231 (-7,500%) s 0,269 (7,500%) g Theor.. 0,25 0;235:g
Analysis (SL) n. 202401739 - Product: P25601 - Mielofan powder
Test Method Specification Limit Result
Chemical Laboratory
Assay of folic acid AM_0110_RM 20,475 50,525 mglcps 0,477 mglcps
Physico-chemical Laboratory
Appearance & Color 010.A fine white powder Complies
pH Int. Method 003.A 25,50 7,50 6,50
Water activity Aw Int. Method 002.A < 0,600 0,300
Loss on drying UR Int. Method 001.A < 8,000 % 7,000 %
APPROVED Federica Federici 06/05/2024
Resp. QA
This document was produced by an electronic system.
06/05/2024 Page 1 0f 2
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Mielofan 250mg capsule
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Product: PCP25601 Issue Date: 06/05/2024

Lot: 25601-22 Manufacture Date:  04/2024 Expiry Date: 04/2027

Supplier: Supplier Lot: 25601-22

STATEMENTS REGARDING ALLERGENS

ALLERGENS This product is manufactured in a facility that holds and works all allergens listed in Annex Il of current regulation .

Does not contain allergens.
OTHER STATEMENTS

BSE/TSE This product does not contain not drift and from the risk of transmission of spongiform encephalopathy (BSE / TSE) . This
product complies with the current European regulation.

GMO This product complies with the current European regulation and can be declared GMO-free.

PESTICIDES This product complies with the current European regulation. The product is not contaminated by pesticides and does not
contain materials.

HEAVY METALS This product complies with the current European regulation concerning the presence of heavy metals. The product meets
the limits set for lead, cadmium, mercury, arsenic.

MYCOTOXIN This product complies with the current European regulation. The product does not contain contaminated materials.

IRRADIATION This product complies with the current European regulation. The product is not suffered irradiation / ionization processes,
nor has it been madewith raw materials that have undergone such processes.

PAH This product complies with the current European regulation. The product is not contaminated with polycyclic aromatic

hydrocarbons and does not contain contaminated materials.

CERTIFICATIONS

This product has no Kosher Certification, Halal, Organic.

STORAGE: Keep the product in a cool (<25°C), dry place away from direct sunlight.

This document was produced by an electronic system.

08/05/2024
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PHARMA

TOB "TIIPODAPMA TIJIAHT"

TEKJAPAILIS OO AKOCTI NAKYBAHHSI Ne 63 sin 02.09.2025p.

(no gexnapanii BUPOGHHKA 1100 SIKOCTI NPOAYKTY)

Hassa npoaykuii: Jiernuna nobaska «Mieno@AH », kaucysu Ne 30

Homep napTii BupoGHuirea (in bulk): 25601-22

Homep napTii rotosoi npoaykuii: 25601-228

Hara supobuuursa: 04,2024

Jlata nakysanus: 09,2024

Kpatne crioxuty o Kiis: 03.2027

Kinekicts npoayxuii 8 naptii: 1377ynmaKkoBox

Bupobuux; MMHK ®apmaceyrici CoA, Itanis, 3ona Ia., Bia Tenepe, 16, 64020 Kacreanoso
Bomano (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); Ten.: +39 (0861) 1820881

TMTaxypampruk: TOB «IIPOP®APMA IIJIAHT», Ykpaina; anpeca noryxHocTel BupoGuuirea: 07400,
. Bposapn, sya. Kuiscska, 221-B; Tea. (044) 422-50-70.

IMaxysanns nposeieno 3a TY Y 10.8-34414427-011:2015.

HafiMenyBanus HOKA3HHKIB Bumorn sopmatussoi gokymentauii (TY) Pesysabrar
BuUpobyBaHb

OpranosenTHYHi NOKASHUKEY

SoBHiLIHIE BUTAAL Trepjia KenaTHHOBA Kancyna Binnopijnae
BumicT kancyiim: cymitn nopowkis sin 6inoro
fo Malizxe Gtoro konpopy

Konip kancynu, TNo/KpHLKa TTposopuii/npo3opuli Bimtosijgae
3anax Crneumdignuil, B 3aeKHOCTI BLY Bianosizae
BUKOPHCTAHOT CHPOBHHH

IlaxyBanusi, MAapKYBaHHya TA CTPOK NPUIATHOCTI

[TaxysaHHs 30 karcyn y Gauw, | Garka B yrakosui. 48 Binnosinae
YIIAKOBOK Y KOpoGi

MapxyBaHHs NIEPBUHHOT Ta BTOPHHHOT Bianosingno 1o TY Y 10.8-34414427- Bigrnosinae

YIIaKOBKH 011:2015

CTpox 1pMAATHOCTI 36 micsuis 3 naty BupoGHULTRa

Ymonu sbepiratus 3GepiraTh B OpPUTiHANBHIN ynaxoBLi 3a TeMnepaTypy Bin 4°C 1o
25°C y cyxOMy, 3aXHLICHOMY BiJl CEITA | HEAOCTYTTHOMY [ ek
Mict,

Bucnonor: Tlakysanns rta mapiysauns J{eTaynol no6asku «Mieno®AH» naprii 25601-22B
sianosizae sumoram TY Y 10.8-34414427-011:2015.

Inskenep 3 siKoCTI
TOB «[TPOGAPMA TIJIAHT»
02.09.2025p.







FARNMACELITICH

Mielofan 250mg capsule

Certificate of Analysis nr.

P Y

Product: PCP25601
Lot: 25601-22
Supplier:

Manufacture Date:

04/2024

o

Issue Date: %/05/5(.)24
Expiry Date: 04/2027
Supplier Lot: 25601-22

Analysis (SL) n. 202401738 - Product: PCP25601 - Mielofan 250mg capsule

Test Method Specification Limit Result
Microbiological Laboratory
Mesophilic Aerobia Charge (TAMC) 1SO 4833-1:2022 <10000 CFU / gr Complies
Yeasts and Molds (TYMC) 1SO 21257-1/2:2008 <100 CFU/gr Complies
Enterobacteriaceae 1ISO 21258-2:2017 <10 CFU /gr Complies
Escherichia Coli 1ISO 16649-2:2010 Absence / gr Complies
Staphilococcus aures ISO 6888-1:2021 Absence / gr Complies
Listeria spp. 1SO 11290-1:2017 Absence/25gr Complies
Salmonella spp. 1ISO 6579-1:2020 Absence/25d Complies
Physico-chemical Laboratory
Appearance & Color 010.A transparent capsule Complies
Medium weight capsule content int. Method 011.A 20,231 (-7,500%) s 0,269 (7,500%) g Theor.. 0,25 0;235:g
Analysis (SL) n. 202401739 - Product: P25601 - Mielofan powder
Test Method Specification Limit Result
Chemical Laboratory
Assay of folic acid AM_0110_RM 20,475 50,525 mglcps 0,477 mglcps
Physico-chemical Laboratory
Appearance & Color 010.A fine white powder Complies
pH Int. Method 003.A 25,50 7,50 6,50
Water activity Aw Int. Method 002.A < 0,600 0,300
Loss on drying UR Int. Method 001.A < 8,000 % 7,000 %
APPROVED Federica Federici 06/05/2024
Resp. QA
This document was produced by an electronic system.
06/05/2024 Page 1 0f 2
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Product: PCP25601 Issue Date: 06/05/2024

Lot: 25601-22 Manufacture Date:  04/2024 Expiry Date: 04/2027

Supplier: Supplier Lot: 25601-22

STATEMENTS REGARDING ALLERGENS

ALLERGENS This product is manufactured in a facility that holds and works all allergens listed in Annex Il of current regulation .

Does not contain allergens.
OTHER STATEMENTS

BSE/TSE This product does not contain not drift and from the risk of transmission of spongiform encephalopathy (BSE / TSE) . This
product complies with the current European regulation.

GMO This product complies with the current European regulation and can be declared GMO-free.

PESTICIDES This product complies with the current European regulation. The product is not contaminated by pesticides and does not
contain materials.

HEAVY METALS This product complies with the current European regulation concerning the presence of heavy metals. The product meets
the limits set for lead, cadmium, mercury, arsenic.

MYCOTOXIN This product complies with the current European regulation. The product does not contain contaminated materials.

IRRADIATION This product complies with the current European regulation. The product is not suffered irradiation / ionization processes,
nor has it been madewith raw materials that have undergone such processes.

PAH This product complies with the current European regulation. The product is not contaminated with polycyclic aromatic

hydrocarbons and does not contain contaminated materials.

CERTIFICATIONS

This product has no Kosher Certification, Halal, Organic.

STORAGE: Keep the product in a cool (<25°C), dry place away from direct sunlight.

This document was produced by an electronic system.

08/05/2024
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TOB "TIPO®APMA TLIAHT"
AEKJIAPAIIS MO0 SIKOCTI ITAK YBAHHSI No54 gig 26.06.2024p.

(a0 rexnapauiy BHPOGHHKA WORO skocT POAYKTY)

Hasea niponyxuii: Hieruuna no6asa «Micto®AH », rancyan No3(

Howmep naprii BUpoOHUITBa (in bulk): 25601-22

Howmep naprii rorosof mpoIyknii: 25601-22A

Hara BupoBuuirsa: 04.2024

Hare naxysanus: 06,2024

Kpawe cnomuty no xinms: 03.2027

KinsxicTs nponykuii B naprii: 6058 YRAK0BOK

BupoGuux: ITHK Dapmaceyrici CnA, Iranis, 3ona Inn., Bia Tesepe, 16, 64020 Kacreanono
Bomaxo (TE) / PNK Farmaceutici SpA, Italy, Zona Ind., Via Tevere, 16, 64020 Castelnuovo
Vomano (TE); Tea.; +39 (0861) 1820881

Makysansruk: TOB «(TPODAPMA IUIAHT», Ykpaiua; afipeca NOTYKHOCTSH BHPOGHUIITRA: 07400,
M. BpoBapn, sya, Knlscnka, 221-B; ey, (044) 422-50-70,

Maxyramus nmposesero 1a TY Y 10.8-34414427-011:2015.

{—\ Haitvenysanns nokas HHKIB Bumorn HopMaTHBHOT nokyMmenTa LY (1Y) Pesynbrary
BHUPOOYBans

Oprasoaentuyni nokasnuxy
SosHimmiN Burag TBepaa swenaTiunosa Kancyna Binnosinae
Bumicr kancysu: CymiWw nopowkis sig Ginoro
A0 Malxe Bisoro KOMBOpY

] Konig_xancynm, THO/KpHUIKa Hpozopm’dnposopuﬁ Binnosinae
3anax Crieunsivnuit, s sanemuocti Bin Binnosinae
BHKODHCTAHO! CHPOBHEYK

I“laxcvsaumx, MAPKYBAHHA TA CTPOK OPHAATHOCT]

Makywanns 30 xancyn y Gawui, | Garka s YIAaKkoBIy, 48 , Binnosinae

L]

YNAKOBOK Y KOpoGi

[ Mapkygarns NEPBHHHOT Ta BYOpHUHHOT , Binnosigwo o TY ¥y | 0.8-34414427- Binnosigae ‘I
NaKOBKH 011:2015
’ _Crpok_npunatsoct l 36 micauin 3 naty BHAPOGHHITEA ‘f
Ynmosu sGepiranna 36epirati 5 oprrinansmiy YNaRoBUi 38 TeMnepaTypy Big 4°C 1o —I
L 25°C y cyxomy, 3AXHUICHOMY BiA cBitsa i HEROCTYNHOMY 113 miTedt
MICLLL,

Bucnosox: [lakysauns Ta Mapkysauns Jlietrunol noGasiu «Mieno®AH» napri 25601-22A
Bianosinae sumoram TY Y 10.8-34414427-011:2015,

Hexnapauis axocri nai

Inkenep 3 sawocri (i
TOB «ITPODAPMA TILATTF}
26:06.2024p. o ¥
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Ceprudikar ananisy Ne 202401738

Mieno®AH 250 mr s Karcyni

[Mpanyxr: PCP25601 Bunyex: 06/05/2024
Mapris Ne: 25601-22 Hara BupoSuuurea: 04/2024 [pynaranit go: 04/2027
Otpumysau; [Mapris onepicysava: 25601-22
AHanng (SL) 202401738 ~ MMpanysr PCP23601- Micao®AH, 250 mr s Kareyni
Tecr l Meroa | Timita cneundikauii | Pesynurar
Mixpobionoziuni noxasmuxn
Aepobai mesodiasHi 1SO 4833:1:2022 <10000 KYO/r Binnosinae
Baxrepil (TAMQC)
Hpiskosi Ta naicenesi ISO 21257-1/2:2008 | <100 KYO/r Bianosinae
rpubu (TYMC) ’
Enterobacteriacas 180 21258-2:2017 | <10 KYO/ir Biznosigae
Escherechia Coli IS0 16649-2:2010 Bincyri/r Binnosigae
Staphilococcus aureus 1SO 6888-1:2021 Bincyrni/r Bianosigac
Listeria spp. ISO 11290-1:2017 Bigcyrui/25r Binnosigae
Salmonella spp. ISO 6579- 1:2020 BincytHi/25r Binnosizae
PiBURO-XIMIUHT HOKA3HUKI
Onvce Ta konip 010.A ( IpO3oPi Kancyau BiAnosifae
Cepenns sara micry 011.A 20,231 (-7,5%) <0,269 | 0,235 r
Karcyiu (+7,5%) r _Teop. 0,25
Ananis (SL) 202401739 - Mpoaykr P25601 - Mieno®AH, nopotiok
Tecr f Meron l JlstiTi cnenudiramii l Pesyanrar
XimiuHa naboparopis
Kinbricts doniesoi AM_0110_PM 20.475 <0.525 mr/xanc. | 0,477 mi/anc

KHCAOTH
DizuKo-XiriuHI HORGGH Y

Onme Ta konip 010.A ropowok Siloro BiANOBIzaE
KOJIBOPY
pH BH. MmeTon 003.A 255 <75 6.50
AKTHBHICTE BOAH Aw <0.600 0,300
BH. MeTon 002.A
| Brpara NPUH BUCY LY BaK] Bu. meron 001.A | <8.0 % 7,000 %
[TEPEBIPEHO Federica Federici 06/05/2024
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Pk AL ) T Cepridixar ananizy Ne 202401738

Mieno®AH 250 mr B Karncyni

TIponyKT: PCP25601 Bunyck: 06/05/2024
[lapris Ne: 25601-22 Jlara BupobHULTBA: 04/2024  [lpuaaTHH# 40! 04/2027
OTpuMyBaU: [lapris oaepyBsaqa: 25601-22
3ASIBA 1IOA0 AJUIEPTEHIB - |
AJJIEPTEHU [leit Bupi6 BHrOTOBJACTLCA HA obexTi, e 3GepiraloThes Ta NPaLiooTh 3

ycima agepresams, nepesiueHiMu B Hopnatky 1T usoro npaguna.
He micTHTb aneprenis.
[HI111] 3AABH
BSE/TSE [leit TpOMYKT HE MICTHTD TR Ta PHIMKY NEpenat ryGuactol
enuedanonarii (SSE I TSE),
apoAyKT BiAnosisac AIOMNM EBPOTIEHCHKIM HOPMAM.
GMO Lle#t npoayxT BiANOBiNAC RitounM epponeficbkuM HOpMaM i mowe By
oronoueHuii 6e3 FMO.
TTecTyuuan Llei npomyKr Bianosinae fitourM epponeiicbKiM HOPMaM. TTpogy KT He
3a6pyAHEHUH NECTULHAMH | noBiyHuMy MaTepiatamu,
Baxgi MeTanu [lef Bupi6 Binnosinae JHHOUKM EBPOMEHCHKHM HOPMAM HI0AO
MPUCY THOCTI BAKKHX meranis. [poayKT sinnosinae
HOpMAaM, BCTAHOBACHUM ANA CBUILIO, KaAMItO, PTYT, MULLSKY.

MIKOTOKCHHH el npoayxt BiArIOBINAAE UHHHOMY ¢BPONEHCLKOMY PeryiOBAHHIO.
TTpoAY KT HE MICTUTD 3a0py AHEHNK martepiasis.
PapioHyKTiaH Lleit npoaykT Bianosinae AIIOMHM EBPOMERCHKHM HOPMAM. TpoayxT He

3a3HaB MpOUECB {onizauil onpoMiHeHHs
i 1e 6ys10 3pofneHo i3 CHPOBUHH, WO a3HANA TAKHX [POUECiB.

PAH Lleii npOAYKT BiANOBIARE ALOUM €BPOTICHCHKHM HOPMAM. Tpoay«xT He
MiCTHTS 3a0pyIHesHX matepianis 3 MOMUHKHHAMY APOMATHHHUMH
BYAICBOAH.
Ceprudixary Llelt npoayKr He Mae cepTudiKaTis KomepHHH, xananpHui,
oprasiuHui. J

Ynosy 3bepiranna: 30epiraT NPOAYKT B MPOXONOHHOMY (<257, cyXaMy Micui 3aXHLIEHOMY BiJL CBITNA,
e
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Lle} AOKyMEHT CTBOPEHO ENEKTPOHHOLO CHETEMOIO
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