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Haspa 3pa3ka:

Peecrpauiiinnii Homep:
Bupobuuk:

Homep cepii:

Micue Bindopy 3paska:
3amoBHHK:
Cynposianuii 10KymenT:
AxT Binbopy 3paska:
Cran 3paska:

Jata orpumManua 3pa3ka:
Jatu BMKOHAHHSA pobiT:
Bua kourposio:

Micue nposeaenns
AisJILHOCTI:

H/L, sianosigxo g0 sikoi
NpPOBOAHBCS AHAJII:

BICTADEPYM, posunu ans BHYTPilIHBOBEHHNX iH'€KIii, 20 Mr/mm; mo S ma y
amIyJii; 1o 5 ammys1 y KapToHHiH kopobui

1386.25

Hanr Kyaur ®@apmacsiotikan Ko., JIta., Taitpans

2F5128

TOB "BYCT ®APMA"

Hepxasna cnyxba Ykpainu 3 ikapcekux 3aco6iB Ta KOHTPOIIO 38 HAPKOTHKAMHK
Jluer Ne 3519-002.0.1/002.3/2-25 Bin 29.07.2025 p.

Ne Bin 03.09.2025

3pa3sok B cTaHi NPHAATHOMY Ul NIPOBEIEHHS BHNPOOYBaHb

04.09.2025

05.09.2025 - 01.10.2025

3a posnopamkennam [epaasHol ciyxOu Ykpaiun 3 mikapebknx 3aco6is Ta KOHTPOIO
3a HapkoTHkamH ("IM", TToctanosa 902)

HIT «LlenTpansHa nabopaTopis 3 aHaIi3y SKOCTI JikapchkHX 3acois | MeamaHOT
HPOLYKLLT»

MKS mn p.n. Ne UA/19437/01/01, 3aminu

MokasHukm Bumorn HQ PesyneTatn
Onuc Po34nH KopMyHEeBO-TEMHO-4EPBOHOIO KONbOPY B amnynax Bignosipae
OypLUTMHOBO-KOPUYHEBOrO KONLOPY
laeHTudikauia® 1. 3aniso. AkicHa pekuia Ha coni 3anisa (lIl) Bignosigae
2. Caxapo3sa. Yac yTpuMyBaHHA ronoBHOroO Miky Ha XpomaTorpami, Bignoeigae
oTpuMaHoi Npw KiNbKiCHOMY BU3HaYeHHI caxapoaw, Bianosigae vacy
YTPUMYBaHHS Niky Ha XpomaTorpami cTaHaapTHOro 3paska
3. MonekynspHa maca. Bignosigae
Mw: 34,000 - 60,000 Da Mw:49115 Da;
Mn: 2 24,000 Da MN:34650 Da;
Mw/Mn: 1,7 Mw/MN = 1,4
pH (npw 20 rpan.C): 10,5 - 11,1 114
KinbkicHe BuaHa4yeHHs 260 - 340 mr/mn 281 mr/mn
caxaposun®
KinbkicHe Bu3aHa4YeHHsA 95,0 - 105,0 % 101,6 %
3anisa
MexaHi4Hi BKNHYEeHHA YacTtuHok 3 poamipom 2 10 Mkm - He Binbwe 6000/dnakoH Bignosinae
YacTUHOK 3 po3mipom 2 25 MkM - He BinbLue 600/dnakoH
O6'em, WO BUTSraeTbCsA 5,0-55mn 50 mn
Ynakoeka 3rigHo sumor MKA Bignosigae
MapkysaHHsa JriaHo sumor MKA Bianosiaae

*3a noxkasHukamu "laentudikanis. Monekynspua maca”, "Lnentuikanis. Caxaposa”,"KinbkicHe BH3Ha4eHH caxapo3n” BHKOHAHO 3 3alyYCHHAM
30BHILIHLOTO NocTauanbHika "JlaGoparopis 3 KOHTPOMO AKOCTI Nikapeeknx 3acofis TOB "[IOBPOBY T-JIIKHJIAB"

BUCHOBKM: Ceprudikar ananizy Ne 1529 sin () 5 miaTBEpIDKYE, IO TepeBipeHHi 3pa3ok mpenapary

[pO\HaHr Kyaur ®apmaceiotikan Ko., Jita., TaiiBanb
Bl = 3MIHM 34 HaBeJIEHUMH BHILE NMOKAZHUKAMH.

Ipuna JIAYX

Aghinio 6e3 no3sony JIIT “LientpansHa naGoparopis 3
eIMYHOT MpoAyKLiT”

Kineus ceprudikara ananizy Ne 1529 pin 01.10.2025
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@ NANG KUANG PHARMACEUTICAL CO., LTD.

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDUKAT AKOCTI FOTOBOI MPOAYKLIT

Name of product / Hazea npoaykTy VISTAFERUM, solution for intravenous injections 20
(strength, dosage form, package size and type / mg/ml, 5 ml in ampoules, 5 ampoules in a cardboard box /
Jl03yBaHHA, TiKapchKa Gopma, posmip i THn BICTA®EPYM, po3unn jjisi BHYTPIlIHLOBEHHHX K’ ruiii
YURROHEH) 20 mr/mi, o 5 Ma B amMaynax, o 5 aMnya y KapToHHIG
KopoOui
Active substance / Potency/ Jliroua peuosrna/ BMicT | Iron in the form of iron (III) hydroxide of the sucrose complex /
Ai0Y0i PeTORUHH 3anizo y purnai 3amiza (III) rinpokcuay caxapo3soro KOMIDIEKCY
Manufacturing country / kpaiua BUpoGHHK Taiwan / Tatisadb _
MA number / Homep peectpanifiHoro nocaigyenns UA/19437/01/01
Batch number and size / Homep cepii Ta 1i posmip 2F5128 / 16705 packages / ynakoBok
Date of manufacture / JlTata sBupo6uuuTBa 06.06.2025 (DD.MM.YYYY)
Expiry date / Tepmin npuaaTaocti 06.2027 (MM.YYYY)
Name, address and license number of manufacturing | NANG KUANG PHARMACEUTICAL CO., LTD.,
site / Hasea, agpeca Ta HoMep miuensil Ha No. 1001, 1001-1, Zhongshan Rd., Xinhua Dist, Tainan City, Taiwan
BUPOGHHIITBO (R.0.C)., Taiwan /
HAHI' KYAHT' ®APMACBIOTIKAJI KO., JITL,,
Ne 1001, 1001-1, 3xomrman Pn., Kcimsxya Jlicr, Taiiman Citi,
TaitBaus (eP.0.Ci.), TaiiBaus
Ne6141060019 from/eix 25.07.2019
Code No AK A416el1
06'exT BUnpoGyBaHHs Cueunpiranin PesyanTaT
Description / Onuc Brown-dark red color solution in amber brown ampoule / | Complies /|

Posunil KOpHUIIEBO-TEMHO-1ePBOHOTO KOJLOPY B aMuyiax | Biznosipae
OypIITHHOBO-KOPUYHCBOTO KQJIBOPY

Identification / [nentudixaris

Iron / 3amnizo Positive to USP Iron salts test / Complies /
SIxicHa peaknisg Ha coui 3amizo USP Binnosinae
Test 1 : the resulting solution is red. / Complies /
Tect 1: orpumanuit pozuuH Mae 4¢pBOHMIT KOJTIp. Biarosinae
Test 2: the organic layer is pink / Complies /
Tect 2: opraniuHuii map poxesuit Binnosinae
Test 3: a red color is discharged. [Iron (III) salts] / Complies /
Tect 3: wepBoruii konip 3uukae [Couni 3aniza (1I1)] Bignosigae
Sucrose / Caxaposa The retention time of the major peak in the chromatogram of
the Assay preparation corresponds to that in the chromatogram
of the Standard / :
Yac yTpuMyBaHHA TOJOBHOTO TMiKYy Ha XpOMaTOrpami. C?mph.es /
i« gl ; ; v Bianoginae
OTPHMAaHO! NPH KUTEKICHOMY BH3IHAYCHH] caxapoiu, BIANOBIAAE
yacy yTpHMyBaHHA TiKYy Ha Xpomarorpami CTAaHZAPTHOIO
3paska
Molecular Weight preparation, as
obtained in the Assay for sucrose / | Mw: 34,000 ~ 60,000 Da / Mw: 34 000 ~ 60 000 Da 47829 Da
Monexynspua Maca  npemapaty, | Mn: Not less than 24,000 Da / MnN: He mMentue 24 000 Da 34871 Da
orpuMana  mijg  yac  kinkkicoro | Mw/ Mw: Not more than 1,7 / Mw/MN: He Ginsme 1,7 14
BH3HAYCHHS CAXapO3H,
Specific Gravity / ITutoma ryctuHa 1,135- 1,165 at / npu 20°C 1,152
pH 10,5-11,1 at / npu 20°C 11,0
Osmolarity / OcMONANBHICTD 1150- 1350 mOsmol/L / mocMons/n 1314 mOsmol/L
Alkalinity / JTyxcHicTs 0,5 — 0,8 mL of 0,1N Hydrochloric Acid VS is consumed per
mL of Injection. /
0,8 ml/ Mn

0,5 — 0,8 Mn 0,1 N xucnoTu xnopuctoBoHesol Ha 1 M
Tpenapary
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[ Tow Molecular W. eighr.-l?c (.II_)—a‘rld

| In the polar&gt_ns obtained in the test for Limit of Iron

Buicr xnopua-ionin

Fe (IIT) Complexes / [Fe(IT}], no additional peaks arc found. / Complics /
HusskoMOfiekyTApHI KOMIUICKCH BigeyrHicTs gogarkoBux nikis Ha nojsporpami, oTpuMaHiit Bixmorinae

Fe (1) i Fe (IID). TpH BH3HAYEHHI Mexi 3aiza (1)

Turbidity / KanamyTtiricts pH=4,4-53 4.4

Limit of Iron (II) / Mexa 3auiza (II) Not more than / He binbuie 0,4% <0,4 % (0,0 %)
Content of Chloride / 0,012 %- 0,025 % 0,014 %

Assay-Sucrose /
KinexicHe BH3HAYEHHS Caxapos3H

260 - 340 mg/mlL / Mr/ma

291 mg/ml / Mr/mn

95,0% ~ 105,0% of label amount of Iron /

(Tect Ha Burik GapeHHKa) (3rigHo
USP <1207>)

Assay-Iron/ 99.7 %

KinpkicHe BH3HAUEHHS 3a1i3a 95,0%- 105,0% Bix 3assieHo! KinbKOCTi 3amiza !

Particulate Matter / >10 pum particles does not exceed 6000 per container

MexaHHYHI BRITOYEHHS > 25 pm particles does not exceed 600 per container/ 10 pm / mim: 27
YacTuHoK 3 poamipom > 10 MkM - He Ginsure 6000/ dnaxon 25pm / Mrm: 0
YacTok 3 po3Mipom > 25 MKM - He Ginsie 600/drakon

Sterility / Must be sterile / Sterile /

CrepunbHicTh Mae OyTH CTEpHIIBHUM CrepuwibHuii

Bacterial endotoxins / NMT 3,7 USP Endotoxin Units/mg of iron contained in <1,0 EU/mg

BakTepianbHi eHJ0TOKCHHE Injection / He 6insie 3,7 USP EO/mr 3aniza 3anisa, wo <1,0 EO /mr
MicTurhed B in’ exuii

& o Btoc TuRnent) 5,0 - 5,5 mL/ i 5,2 ml/wn

€M, IO BUTHTAETHCS

Container closure integrity test (Dye

leakiiey) (As par U.SP 42071 No dye ingress/ ‘Complies /

TecT Ha repMeTHUYHICTh YITAKORKH . . ; :
He criocTepiracThes MPOTiKaHHA Binnoeizae

The balch meets the requirements of QCM for MA Ne UA/19437/01/01 / Cepis Bimmosigae rumoramM MKH mo PIT Ne

UA/19437/01/01.

I 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 in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found fo be in compliance with GMP / Llum s
NiATREPIGKYIO, 0 HapeAeHa BHine iHdopMauis € nocroBipioo i Tounew. [Ig cepis npomyknii Gyna BHTOTOBIEHA
(Bxmouaoun ynaxosky / MapkyBaups) i MpoBCAGHHMH KOHTPO/IE AKOCTI Ha 3a3HAYCHOMY BUPOOHWUYOMY MalNaH9HKy ¥y
MOBHII BignoBixHOCTI 0 BUMOr GMP, BeTaHOBIEHUMH MICLIEBHM PEryIATOPHHM OpPraHoM, & TAKOXK Y BiANOBIJHOCTI 3i
cneuudikatiews go PI1 va npenapar. [Tpotoxoiy BUpOBHUIITE], YIAKOBKH TA aHAJIE OYNK neperusHyTi i BCTaHoBIeHO

BignosiguicTs Bumoram GMP

Remarks / Pemapxu ' ;1”"7‘31?«9‘*
& pyetid ©
(AppICY
e et
Prepared by / Date / Approved by /Date / Final disposition /
ligroTtoeneno / Jara 3arBepmkeHo / Jlata OcTaTouHe pO3NOPAMKEHHS
(function, full name, signature) (function, full name, signature) (function, full name, signature)
QA Group Leader QA Supervisor Quality Manager
V -
i Fo i S B s b ok Lin
) I & éf h ob
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JEPXKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnununor, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €IPI1OY 37079055

BUCHOBOK
Npo sIKicCTh BBE3eHOro B Y KpaiHy JIiKapcbKOro 3acody
15.10.2025 Ne 52152/25/2611
BICTA®EPYM

(HaiiMenyBanis nikapebkoro 3acoBy 3rinHo 3 peectpailifiHuM NocBindeHHAM)
pPo34HN IS5 BHYTPilNHLOBeHHUX in'exiii, 20 mr/mu; mo 5 ma y amny.Jii; no S amnya y
KapTOHHIii Kopo6ui

(thopma BUNYCKY, JI03YBAHHA, BHI NaKYBAHHA JiKApPCLKOTo 3acoby)
Homep peccrpauiitioro noceinuenns UA/19437/01/01 crpox aif peectpauiiinoro noceiauenns 08.04.2029
Cepis nikapcbkoro 3aco6y Ne 2F5128 KinbkicTe BBE3eHOTO Nikapcbkoro 3acoby 3041

BipoGruk Haur Kyaur ®apmaceiorikan Ko., JIta., Taiisanb

(HafiMeHyBaHHA BUPOOHHKa Nikapcbkoro 3aco0y, KpaiHa NOX0KCHHA)

Bieseno B Ykpaity TOBAPHUCTBO 3 OBMEZKEHOIO BIAITOBIAAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(naiimenysanns Ta koa 3a €JIPMOY wpuanynoi ocobu abo npizsuule, iM's, no GatekoBi (izHyHOT
ocobu - nianpuemus, i Miclle NPOXKMBAHHS Ta peecTpauiiinvii Homep 061ikoBOT KapTKK NNaTHHKa
nonarkis abo cepis Ta HOMep nacnopTa)

MpoTokoa Bisyaasnoro koutpomo sia 15.10.2025 N 3868/01.10-25/1,

3a  pe3ynbTaTaMu  ICPKABHOTO  KOHTPONIO BCTAHOBNEHO, LUO KapcbkHii  3aci6 BeeseHo B YKpaiHy 3

AOTPUMAHHAM BUMOT 3aKOHOAABCTBA LIO/O 3a6e3neueHHs 9 i nikapcekux 3acobis.
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Mukona XOJIOJJEHKO
HTpONIO) (ninnuc) (iniuianu Ta npissuuie)

ty of this POF for mare information.
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JNEPKABHA CJIYXBA 3 JIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haaii Cimiaunoi, 3, 02099, Tesn. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPIIOY 37079055

BHUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

02.10.2025 Ne 50128/25/26

BICTA®EPYM
(HalfiMeHyRaHHA NiKapChKOro 3acoby 3riiHO 3 peecTpalifiHiM NoCBIAYEHHAM)
po3uMi AJs BHYTPillnb0BeHHNX in'exuiit, 20 mr/ma; mo S ma y ammyai; no S ammya y
KapTOHHiH KopoOui
(hopma pHnycKy. 103y BaHHA, BHA NAKYBAHHA Nikapcekoro 3acoby)

Homep peectpauifitoro nocsinuenns UA/19437/01/01 crpok aii peectpauiiinoro nocsinuenns 08.04.2029
Cepis nikapcekoro 3acoby Ne 2F5128 KinskicTh BBE3€HOr0 Nikapcekoro 3acody 300

Bupobunk Haur Kyaur ®apmaceiorikan Ko., JIta., Taiisans

(HaliMeHyBaHHs BUPOOHHKA NiKapckKOro 3acody, KpaiHa NOXOAMKEHHH )

TOBAPUCTBO 3 OBMEKEHOIO BIAITOBIAAJIBHICTHO
"BYCT ®APMA", igenr. xox: 44107410

BeezeHo B Ykpaiy

(naiimenysanns Ta koa 3a €JIPTIOY wopuanunof ocobu abo npiszsuuie, im's, no Gatekosi (pizuuHoT
0cobu - nianpuemus, i Micue npoxuBanNs Ta peceTpauilinnii Homep 06ikoBOT KapTKH NNaTHHKA
noaarkis abo cepis Ta Homep nacnopTa)

Mporokon Bisyansnoro kontpomo sin 17.07.2025 N 2570/01.10-25/8.
JlaboparopHuii ananis akocTi nikapcekoro 3acofy 3aifcHeHwil:

JUT "Lentpansna naGoparopis 3 aHanisy skocTi gikapchkux 3aco6iB i MeH4HOT mpoayKiuii”
(M.Kwuis, Byn. Kynpsisesia 10r m.Kuis, Byn. Kyapasceka 8B Kuiscbka o6nacts, ¢. Hosi IletpiBui,
ByJ1. Ieana ®panka, 19)

(naiiMeHy BaHRA Ta MicucsHaxowkenns naboparopii, o nposena KaGoparopruii ananis skocri)

BicHoBok wono skocTi nikapcbkoro 3aco6y, Bunanuii naGopartopieto sia 01.10.2025 Ne 1529

Pesynbratn nabopatopHoro aHanisy skocTi nikapebkoro 3acoby 3a nepeBipeHUMM NMoKa3HUKaMK BIANOBIAA10TE
BUMOTaM METOJLIB KOHTPOJIIO AKOCTi (@HAMITHYHO-HOPMAaTHBHOT 1OKYMEHTaLLiT).

3a  pesynbTaTamn ACpHABHOIO KOHTPOMO BCTAHOBNCHO, 1O i pebknilt  3aci6 Beeseno B Vkpainy 3

AOTPHMAHHSAM BUMOr 3aKOHONABCTEA WIONO 3aBe3neyeHH AKO ikapceknx 3acobiB.
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