NEPKABHA CJIVKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npocniekT Banepis JloGanoBebkoro, 51, M. Kuis, 03110, Tesn/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3eHOro B Y KpaiHy JiKapcbKoro 3acody

17.04.2023 Ne 16021/23/10

DOEPUHKEKT®

(HafiMeHyBaHHA JTIKAPCHKOro 3aco0y 3riHO 3 peecTpaLliiiHuM NocBixuenHIM)
po3umH A in’ ekuiii Ta indysiit, 50 mr/mia, mo 10 mu y ¢urakoni; no 1 paaxony y KApTOHHIH
KopoOLi

(dopma BHIMYCKY, A03YBaHHS, BHI NaKYBaHHS Jikapchkoro 3acofy)
Homep peectpauiiinoro nocsinuenns UA/13356/01/01 crpox nif peectpauilinoro nocsinuensa 24.01.2024
Cepis nikapcskoro 3acoby Ne AAS91102 KinbkicTs BBe3eHOTO Jikapchkoro 3acoby 4563

BupoGHHK Bidop (Intepueunn) Iuk., IlIBelnapis
(HaliMeHyBaHHs BUpOGHUKa Nikapehkoro 3acoly, KpaiHa MOXoKeHH )

Beeseno B Ykpainy ToBapuerBo 3 o6mesxenoro BianosinaasnicTio '"IEJIBTA
MEJIKEJI", inenr. xoa: 39448817

(HaiimenyBaHHs Ta ko 3a €JIPTIOY ropuaninoi ocobu abo npissuiie, imM's, no daTbkoBi (isuaHOT
0COBM - MANPHEMILA, Ti MicHe NPokKHBAHHS Ta peecTpallifinuii Homep 001iKOBOT KapTKH NIIATHHKA
nojaatkis afo cepis Ta HoMep nacropTa)

TpoTokon BisyasHoro kontpomo sia 07.04.2023 N 1030/1.

3a pesynbTaTaMd €pKABHOTO KOHTPOMIO BCTAHOBJIEHO, 1O JIiKapChKHH 3acid BeezeHo B VYKpaiHy 3
JAOTPUMAHHSAM BAMOT 3aKOHOJABCTBA 1010 3a0e3edeHHA AKOCTI TIKAPCHKUX 3acobis.
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Batch Certificate /

CEPTUOUKAT COOTBETCTBUA

Article-No. / Homep npoaykra:
Name of product / MNpoaykT:

Country of origin /
CTtpaHa-npousBoguTENb:

Importing country /
CrpaHa-umnopTrep:
Marketing Authorisation Number /

PerucrpauvoHHoe CBMAETENLCTEO:

Strength/Potency /
Hosza/CopepxaHune aefcTByoWmuxX
BELLECTB!

Dosage form /
JlekapcTeeHHas dopmMa:

Package size and type /
Pasmep n Bug yNakoBKu:

Batch-No. / Cepus:
Batch size / Paamep cepum:

Date of manufacture /
[aTa npoussoAcTea:

Expiry date / Cpok rogHocT#H:
Release date / [laTa Buinycka:

Results of analysis / PesynbTtaTthi
aHanuaa:

Comments/remarks / NMpumeyaHue:

v4 VIFOR
PHARMA

1000272

Ferinject®, solution for injection and infusion, 50 mg/mi-10.0
ml in vials Ne1/

DepurxekT®, pacTBop ANA MHBEKUWA 1 MHdyaui, 50 mr/mn
no 10,0 mn Bo donakoHax Ne1i

Switzerland / Wseiuapus
Ukraine / YkpauHa
UA/13356/01/01

1 ml contains 180 mg Ferric Carboxymaltose, which is
equivalent to 50 mg Iron /

1 mn pacTeopa coaepxuT: 180 Mr xenesa
KapBoKCMManbTO3bl, UTO 3KBMBANEHTHO 50 Mrkenesa

solution for injection and infusion , 50 mg/ml /
pacTBop ANA UHBEKUURA 1 WHcby3ui, 50 mrimn

10.0 ml in vial; 1 vial in carton box /
no 10 mn Bo chnakoxe; no 1 hnakoHy B KAapTOHHOM Kopobke

AASS1102
4563 PC
06.07.2022

07-2025
17.01.2023

See attached certificate of analysis / Ceptucukar aHanusa
npunaraeTca

Do not store above 30 °C; Do not freeze / XpaHuTb npu
Temnepatype He eoiwe 30 °C; He samopaxusars




vJ VIFOR
PHARMA

Batch Certificate /

CEPTU®UKAT COOTBETCTBUA

Article-No. / Homep npogykra: 1000272
Name of product / MpoaykT: Ferinject®, solution for injection and infusion, 50 mg/ml-10.0
ml in vials Ne1/

DepurkekT®, pacTBop ANA UHbEKUWH U nHdysuiA, 50 mr/imn
ne 10,0 mn Bo dnakoHax Nel

Manufacturers Names and Addresses / 1) Manufacturing of bulk product, primary packaging:
MpouaBogMTENN HAUMEHOBAHWA U IDT Biologika GmbH, Am Pharmapark, 06861
agpeca Dessau-Rosslau,Germany/ MNpoussoacTso

HepactacoBaHHOW NPoAYKUMK, NEpBUYHE YNaKoBka:
WAT Buonoruka MuBX, Am Gapmanapk, 06861
Heccay-Poccnay, Nepmanus

2) Secondary packaging, batch release: Vifor
(International) Inc., Rechenstrasse 37, 9014 St.
Gallen, Switzerland /
BTopuuHas ynakoBka, paspelleHie Ha BeINyCK
cepuu: Budop (MHTepHewHn) Unk,, PexexwTpacce
37, 9014 Cr. lNannex, lWeehuapua

Man. Authorisation Ne / 1) Ne DE_ST_01_MIA_2020_0014

Ne JlnueHaun NnpoussoguTene: 2 Hevl1oer-Hhlalshue

Batch-No. / Cepus: AAS91102

Certification statement / 3aseneHue o cepTuduralmnm:

| 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. / 3Tum nogTeepxaaio, YTo BbllueykasdaHHan MHGOopMaLma ABNAETCA [OCTOBEPHOW M TOYHOW. [laHHaA cepua
npoaykuMu npowssedeHa (BKKYEA yNakoBKy/MapKipoBKy) W NpoBeAeH KOHTPONb € KaqecTsa Ha ykasaHHOM yqacTke B ronHom
cooTeeTcTBMM © TpebosaHuaMu GMP, yCTaHOBNEHHBIMW MECTHBIM PEryfaTOpHbIM OpraHoMm, a Takke B COOTBETCTBUMKM CO
cneundmrKkaumen, CoRepXaLienca B perucTpaLyvorHoM 4OCkE CTPaHB-MMNopTEPa Uk B AOCHE cneuuurkaumini Ha npenapaT Ans
WCCIIEAYEMOrO NTeKapCTBEHHOrO cpeacTea. MpoTokons! NPOMSBOACTEA, YNaKoBKY v aHammsa Belnv NepecMoTpeHs! 1 yCTaHOBNEHO
cooTeeTcTEMe GMP.

In the case of discrepancies or doubt between the English and Russian language, the English version shall be binding.
B criy4ae BO3HUKHOBEHMA PACXOMAEHUMA NMMB0 HERCHOCTEN MEXAY aHIMTUACKUM 1 DY CCKUAM [TeKCTamMu, aHrnuinckas Bepcus uMmeeT
npuopuTeT.

Date / flama: 1.7, 00N 208 Signature / [Modnucs:

Dr. M. Schéarer

Qualified Person, delegate / YnonHomodveHHoe nuyo
Vifor (International) Inc. / Budop (VHTepHewHn) VHK.
9014 St. Gallen / 9014 Cr. lannex

Switzerland / Weseiuapun

Vifor (International) Inc., Rechenstrasse 37, CH-8014 St




CERTIFICATE OF ANALYSIS/

CEPTUDOUKAT AHATINSA

Article-No./Homep npogykra: 1000272

Product/MpoaykT: Ferinject® depnHxekt®

Form of supply/®opma nocraBku:

solution for injection and infusion, 50 mg/ml, 10 ml in vial;

1 vial/in carton box/

pacTeop ANS UHBEKLMA U MHADY3KIA, 50Mr/Mn no 10 Mn
BO hnakoHe; no 1 hnakoHy B KapTOHHON kopobke

According to: PS-YV080/EQ4/AHanus

3bINONHEH B cooTEeTcTeMu ¢ MKK

Batch size/Pasmep cepuu:
4563 PC

Batch-No./Cepus: AAS91102

Man. f:iate,*r ara npowssoacTea:
06.07.2

Expiry/Cpok rogHocTu:
Dszla’ P B

Rel.

atef aTa Bbinycka:
17.01. g' y

Unit/ Results/ Tolerances/ Method / MeTo
Parameter/lNokasarenu A
EovHuub! PesynbTaTthl Cneuundomkaumsa
Growth test
c | sterile/ {ﬁe":bra)“f
s omplies iltration
Sterility/ CrepunsHocTs CooTsecTayer Q 3‘3212? ﬁr?:::?: MemBpaHHas
K huneTpaums
Bacterial endotoxin test
Bacterial endotoxins/ bakrepuanbHbie L.U./ml/ /TecT Ha
<10 <10
IHAOTOKCUHBI ME/Mn GakTepuanbHble
3HA,0TOKCUHBI
Particulate matter '/ MexaHuveckue
BKMOYEHUR'
Counts per Light obscuration '/
=10 pm* container/ < 6000 < 6000 CHETHO-
hnakoH doTomeTpuyeckui’
Counts per : 1
z 25 um* container/ < 600 < 600 Light %ﬂiﬁ_‘:ﬁum !
SR choTomeTpuHeckuii’
Assay/ Konu4yecTeeHHoe
onpeaenexlve
Complexometric
titration /
Iron/ Xeneao % m/V 4.94 4.75-5.25 KomnnekcoHoMeTpuie
CKOe TUTPOBaHue
Dextrin/ JekcTpuH % mV 7.0 3.9-104 HPLC / BOXX

' Test is carried out using a solution which is appropriately diluted / 'TecT npoeoauTLCA B paseeAeHHOM pacTeope
* Determination of sub-visible particles / Conepxatne HeBUANMBIX YacTuy

Iron(ll): Stability parameter only, not listed in certificate of analysis. Shelf-life limit: < 0.2 % m/V / Onpenenenue xeneaa (II):
MapameTp cneuvduuMpoBaH TONBKO HA KOHELl CPpOKa roAHOCTH, pesynsTaT oTCYTCTBYeT B cepTuchukaTte aHanuaa.
[onycTuMbie HOpMbI B KOHUE cpoka rogHocTu: S 0.2 % m/V

In the case of discrepancies or doubt between the English and Russian language, the English version shall be binding./
B cny4ae BO3HUKHOBEHWA PACX0MAEHWA NGO HEACHOCTEN MEXAY @HTMWACKUM 1 PYCCKNM TEKCTamu, aHrnMniAckan sepcus

WUMEET MPUOPUTET.

We herewith certify that the product has been manufactured.ip amnudance with the GMP-regulations and released

by the person responsible./3Tim noaTeepKAaEM, YTO npc:-gl?n Bbin u3

o .
< " ;,j

BbiNyLW|eH OTBETCTBEHHbLIM NTULIOM.

Quality assurance/

Ob6ecneyeHue Kavecmea

Qualified Person:/

i yitor
3

S,
“Reaypicat z

YnonHomouyeHHoe nuyo: Dr. M. Schéarer

Date:/
Oara:

Signature:/
Moanucek:

17.01.2023

1
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‘ nﬂpénm:b: :
Vifor (International) Inc., Rechenstrasse 37, CH-9014 St. Gallen
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Iﬁgaaneu B cooTseTcTeuu ¢ Tpebosanuamm GMP 1

Assistant://zz 5 i T
8 X0
Accucteni v, Lehner,
Jyrohnehe
If
i

L’ £

Signature:/ .




CEPTU®DIKAT AHANI3Y

Homep npoaykry: 1000272

[Tpoaykr: ®epunkekT®

dopma nocTaBKu: PO3uMH AN iH’ €Kil i indy3ii, 50 mr/ma
no 10 ma y ¢nakoni; no 1 ¢nakoHy B KapTOHHIM kopoOui

Binnogiaxo no: PS-YV080/E04 / Auanisz BukoHauuil sianoeigno go MK

Kpaina: Ykpaina
Po3mip cepii: 4563

Cepisni: AAS91102
Jlara sBupoGHuuTea: 06.07.2022

Tepmin npupatHocti: 07-2025
Hara eunycky: 17.01.2023

MoKa3sHUKK OauHu Pe3ynbTtaTu Cneuwndpikauin MeToau KOHTpONO
ui
Onuc Henposopwuih BoaHWIA po34uH Henpoaopwii BogHWUA BiszyanbHuii KOHTRONb
TEMHO-KOPUYHEBOTO KONLOPY PO34MH TEMHO-
KOPUYHEBOIO KONbLOPY
OB'em, wo suTAraeTsLCA M 10,3 210.0 Baroswuii
MosuHHO ByTK He
MeHLUe 3as8BNeHoro
ob'emy
laeHTUdikauin )
3anizo Binnosinae MoanTueHa peakuis Konboposa peakuis
(npeuwmniTauis)
OexkcTpuH Bianosinae MoBuHHO BiANOBIAaTH
BMMOram TWX
MonekynapHa maca:
M danbToH 155'000 100'000 - 230'000 EX (renbnpoHukatoda
xpomarorpadis)
‘ ; EX (renbnpoHukaroya
aNbTOH
M, A 93'700 = 55'000 kbt
<19 EX (renbnpoHukaroda
P= Mw/ Mn 1.7 e xpomaTorpadis)
BunpobyBaHHA Ha YACTOTY :
pH 59 50-70 MoTeHUioOMeTPUHHUA
Bu3Ha4veHHA HaTpilO % m/N 0,9 <1.4 MNoTeHuiomeTpu4He
xnopway TUTPYBAaHHA
CTepunbHIcTb Bianoeinae Mpenapat mae GyTu Mem6parHa
CTEPUNBHUM dineTpauis
BakTepianbHi @HA0TOKCUHU MO/mn <10 <10 Tect Ha BakTepianbHi
SHAOTOKCUHW
MexaHiuHi BKnoYeHHs'
= 10 MKkM* bnakoH <6000 <6000 po3paxyHKoBoO-
- hoTOMETPUYHMIA’
> 25 Mkm* cbnakoH po3paxyHKoBo-
<600 <600 choTOMETPUYHWIA'
KinekicHe BU3Ha4YeHHs
2anizo % m/V 4,94 475-5.25 KomnnekcomeTpuiHe
1 TUTPYyBaHHA
[exkcTpuH % m/V 7.0

Bidop (Inreprewnn) luk., Pexenwrpacce 37, CH-9014 Cr. ["annen




CEPTU®IKAT BIAMOBIAHOCTI

Homep npoaykry: 1000272

[Tponykr: DepunkexT®, pozunH s iH’exuiit i indysii, 50 mr/mi -
10,0 ma y ¢rakoHax Nel

BupobHuku Ha3Ba i aapeca: 1) BupoOHu1ITBO Hepo3(acoBaHOT NPOAYKLIT, IEPBUHHE

nakysaHHss: IJIT Bionorika 'mM6X, Am ®apmanapk, 06861
Heccay-Poccnay, Himeuunna
2) BropuHHe nakyBaHHs, 103BiJ Ha BUITYCK cepii: Bipop
(Inrepuewnn) Iuk., Pexenwrpacce 37, 9014 Cr. I'anne,
LBeiiapis

Ne Jliuensii Bupobuuka 1) Ne DE_ ST 01_MIA 2020 0014
2) Ne 511557-102615006

Cepis AAS91102

3anAea npo cepTudikauii:

Llum 5 3acBifuylo, 1O HaBeJeHa BHILE iHOPMALLs € JIOCTOBIPHOIO Ta TouHO. Lo cepito mpoayKui
Gyn0 BUpOOIEHO (BKIIOYAIOUM [AKyBaHHS/MAapKyBaHHs) Ta TMPOBEJEHO KOHTPOAb il sIKOCTI Ha
BUILE3a3HAYEHII AiTbHMLI Y NoBHIM BianosigHocti 3 BuMoramMn GMP, BCTaHOBJIEHWMH MiCLEBUM
PeryJIATOPHUM OPraHOM, @ TAKOXK BIANOBIAHO 0 crieuiKallii, 1o MICTATbCS Y PEECTpaLifHOMY I0Che
KpaiHu iMroprepa abo B 10che creuudikaniii Ha npenapat Ajs JA0CIILKYBAaHOTO JIiKapChKOro
3aco0y. [IpoTOKOJM BMPOOHMIITBA, NaKyBaHHA Ta aHali3iB OyJ0 MEperjifaHyTo Ta BCTAHOBJICHO
BianoeigHicte GMP.

YV pa3si BUHHKHEHHS po30DKHOCTEH | HEesCHOCTEeM MiXK AHTJIIACHKMM Ta POCIHCBKMM TEKCTaMH,
aHrJiiicbKa Bepcisi  Mae MpiopHTeT.

Oara: 17 ciuna 2023 MNignuc: Dr. M. Scharer

YnosHoBsaeHa ocoba
Bigop (IHTepHewHn) IHk. 9014 Cr.
Fannex LWWeenuapin




CEPTU®DIKAT AHATI3Y
Homep npoaykry: 1000272

[Tpoaykr: PepunmekT®

dopma MoCTaBKH: PO3YMH /A iH exUin 1 iHdy3ii, 50 mr/ma
no 10 ma y daakoni; no 1 ¢uakoHy B KapTOHHIH KopoOui

"TecT NpOBOANTLEA B PO3BEAEHOMY PO3YUHI.

* BMicT HEBMOMMMWX HYacTOK.

Po3mip cepii: 4563

Cepis: AAS91102
Jlata BupoOuuurea: 06.07.2022

Tepmin npupatHocTi: 07-2025
Hara Bunycky: 17.01.2023

BusHaveHHs 3aniza (ll): napameTtp cneundikoBaH NUWE HanpuKiHUI TepMiHy npuaaTHOCTI, pe3ynbTaT BiACYTHIWA Y
cepTudikati aHanisy. [JonycTimi HOpMK B KiHUi TepMiHy npugaTHocTi: £ 0.2 % m/V.

Y pasi BUHMKHEHHA PO36GiKHOCTEe | HEACHOCTEW MiXK aHrNIMCbKMM Ta POCIACBKMM TEKCTamK, aHrmiicbka Bepcis mae

npiopuTeT.

Lum niaTeepAMyemo, Wo NpoAaykT 6ys BurotoeneHuin y signosigHocti Ao sumor GMP i sunyweHwi

BignosiganbHoto ocoboto.

3abezneyeHHA AKOCTI

YnosHoBaxeHa ocoba: Dr. M. Scharer AcucteHT: V.Lehner
Jata: 17.01.2023 Hara: 17.01.2023

Nignuc: /nignucaHo/ Mignuc: /nignucano/




CERTIFICATE OF ANALYSIS/
CEPTUDOUKAT AHATINSA

Country/Ctpana: Ukraine/YkpauHa

Baich size/Paamep cepuu:
4563 PC

Article-No./Homep npogykra: 1000272

Product/MpoaykT: Ferinject®/ ®epuHxekt®

Batch-No./Cepus: AAS91102

Man.date/JaTta npousBopcTBa;
06.07.202

Form of supply/®@opma nocrtasku:

solution for injection and infusion, 50 mg/ml, 10 mlin vial;
1 vial/in carton box/

pacTsop ANA MHBEKUMA 1 MHpY3ur, S0mr/mn no 10 mn

Expiry/Cpok rogHocTH:
OTPZB{ZSD 5

Rel. Date/[laTa Bbinycka:

BO chriakoHe; no 1 NakoHy B KAPTOHHOI KOpobke 17.01.202
According to: PS-YV080/E04/Ananua esinonHeH & cooteeTcTeum ¢ MKK
Unit/ Results/ Tolerances/ Method / MeTop
Parameter/Tl 7]
AIRGESIEORAIS A EovHuubl PesynbTaThbl CneundmKaumsa
Dark brown, non Visual examination /
transparent, i aE:rZ:,erlgth‘ ngu s BuayankHbIi KOHTPONb
aqueous solution/ psoi uti'on?
Characteristics/ Onucanue Henpo_apaunbm HenpospasHelil BOAHI
DOAKEN PAcTROp pacTeop TEMHO-
TEMHO-KOPUYHEBOrO KOPWUHEBOTO LBETa
ugeTa
>10.0 Weighing /
Extractable volume/ Masnekaemslit Not less than declared BRnomv
& Eani e L mi/mn 10.3 volume/ JomkHo BuiTs
e HE MeHee 3asBNeHHoro
obbvema
Identification tests/ MaenTudmrkauma
Present/ Colour reaction
’ Complies (precipitation) /
Presence of iron/ »Xenezo CooTsectayer ﬂonoxu:e::uaﬂ LiseTHas peakuus
paARL (npeuunuTaumrs)
Present/
. Complies OorkHo
Prasgnen of HexdonRescTas] CooTeecTayeT COOTBECTBOBAThL Thin layer
TpeboBaHuam chromatography / TCX
Molecular weight’ Monekynapuas
macca ;
Gel permeation
Chromatography / 3X
M Da/ lansToH 155’000 100'000 - 230'000 (rensNpoxHuKaowan
xpomaTtorpadus)
Gel permeation
Chromatography / 3X
Mn Da/ JaneToH 93'700 > 55'000 (rensnpoHuKaLan
xpomatorpadus)
Gel permeation
Chromatography / 3X
P = Mu/Mn L7 $1.9 (rensnpoHukaoLwas
xpomarorpadus)
Purity tests/VicnbiTaHns Ha yucToTy
Potentiometric
measurement /
pH 589 50-7.0 NOTEHUNOMETPUYE
CKnin
Sodium chloride/ Onpeaenexve % miV 0.9
HaTpws xnopvaa




CEPTU®IKAT BIANOBIOHOCTI

Homep npoaykry:
[Mpoayxkr:

Kpaina-BupoOHHK:
Kpaina-imnoprep:

Peecrpalliitne crizourso:
Josysanus/Bmict air04nx pedoBHH:

Jlikapceka (opma:
PoaMip i BMI NaKyBaHHs:
Cepis:

Poswmip cepit:

Jata BUpoGHULITBA:
Tepmin npuaaTHocTi:
JlaTa Bumnycky:
PesynbTaTh ananisy:
[Tpumitku:

Bidop (Inteprewnn) Ink., Pexenmrpacce 37, CH-9014 Cr.

1000272

@eprHKeKT®, pO3UMH AN iH €Ki i iHdy3in, 50 mr/ma — 10,0 ma
y ¢pnakonax Nel

LIgeiiapis

Ykpaina

UA/13356/01/01

1 M po3umny micTuth 180 Mr 3ami3za KapOOKCHMANILTO3H, 1O
ekBiBasieHTHO 50 Mr 3ai3a

PO3YMH AA iH’ €KUM i indys3ii, 50 mr/ma

no 10,0 ma y ¢nakoni; mo 1 ¢iakoHy B KapTOHHIH KOpoOL
AAS91102

4563

06.07.2022

07-2025

17.01.2023

Ceprudikar aHanisy 101a€TbCA

36epiraTu npu Temneparypi He 6inbie 30 “C. He 3amoposkyBaTH.
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