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BATCH CERTIFICATE / CEPTU®UKAT CEPUM

Article number / Homep NROAYKTa:

Name of

product / Toproroe HEUMEHDEaNME!

Imporfing country / Ctpana noctaskr:
Marketing Autherisation Number / Homep
RETUCTDALMONHArD YaoCToReperIs.

Strength / oauponka:

Dosage form / MlekaperacHias opma:
Package size and typs ¢ Pazuep v Tin ynarosiw:

Bateh number / Homep Cepuu;

Date of manufacture / flata NpensECACTRE:
Expiry data | Cpak rogHacTy:

Internal ERP Batch number / BHyTpextud MPMN

HOMED capuu;

Used Active Pharmaceutical Substance batch /
Cepus ¥CNBNLIoRANHON 2KTUBHOR
mabuaueumwecmﬁ cybeTamymm:

Results of analysis / Peaynerars: KOMTRONS:
Commentsiremarks / Kommertapuu;

1030443

Maltofer® | ManbTodap®
Russia / Poceun

M NO11881/04

VIFOR
PHARMA

¥

10 mg Fe per ml/ 10 mr wenesa/mn

Syrup / Cupon
150 ml glass bottles

Bi12202A2
22-01-2025
(1-2028

ACM204

"AAREBS

Sae balow / oM, Huke

(canon bokes) / crexnanmbe dnaxkoms
150 wan (nayky kapraMHme)

Stora in the original package, Ata temperatura not abave
25°C./ XpauuTs 2 OPUrHaNEHOR ynakorke, MNpu

TEMNEPATYRE He Buile 25 °C,

Manufacturing Step / Manufacturer / Address [ Agpec Man. Authorization | Certificate of GMP
37Tan nponIRoHCTER Mpouzeogurent No. / Homep Compliance Na, /
} NpouIBQoUTENN Hamep GMP
CepTugukata
Active Pharmaceutical Vifor (International) Inc. / | Rechensirasss 37 511557-102750840 | GMP-CH-1007147
Substancea (ferric{lil) Budbop (Mureprawnn) | 8014 5t Gallen
hydroxide polymattosate) | Wux Switzerland
Production / Tel./Ten,: +41 88 851
NpouasoacTan akrusHol 84 g4
PEPMALEBTHUECKOR
cyBoTanumMy (kenesallll)
TUODOKEMA
NONWMaILTe3aT):
Bulk Productian / Iberfar Industria Estrada Conszigliari FQOB/O02/2023 FOOB/S/MH/Q03/
MpouvsecacTao rotosch Farmaceutiza S.A, / Fedrose 123, Queluz 2023
nerEpcTeeHHol thopmet | USepchap MugacTpua De Baixe, Barcarana,
DapMaleyTUKa C.A, 2734-501, Poriugal, Tel,
Ten.: +351 21 434 8100
Packaging / Ibertar Industria Estrada Consiglieri FonB/002/2023 FOOB/S1/MH/003/
Ynakomka: Farmaceutica S.A, / Pedroso 123, Qualuz 2023
Wbeptap Wrpactpua Da Beixo, Barcarena,
bapmauayTira C.A, 2734-501, Portugal, Tel.
Ten. +351 21 434 8100
Quality Contral / Iberfar Industrig Estrada Consiglieri FODB/002/2025 FOD8/S1MAH/003!
Kextpons kadecras Famaceutica S.A. / Pedroso 123, Queluz 2023
Wepdchap WHaacTpra De Baixo, Barcarens,
DapMaUeyTuka CA, 2734-501, Partugal, Tel,
Ten.: +351 21434 8100 e
Batch release / Beinyex Vifer (Internatlonal) Inc. / | Rechensirassa 37 511557-102750840 | GMP-CH-1007147
CEPUN Buthop (MuTepHawmn) | 2014 St Gallen
WHe Switzerland
Tel/Tan.: +41 58 857
L_ B4 54 l

I hareby certify that the abave infarmation is suthentic
packaging and guality control at the above mantion
Regulatory Authority and with the

processing, packaging snd analysis r

HacToawmm NOATEEPKOAIG,
Buinz npouzsegeHa (Brrmiou;
NONHOM COOTEETCTBUM ¢ TpoGoBaHusme GMP MBCTHOrG po
CTpaHsi-iMNopTepa. OTHeTw Ao nponaso,

HTO NPUBEABHHAA Bhille wHO

COOTBETCTRYIOLMMY GMP Tpetonranias,

and accurate. Thiz bateh of
ed site(a) In full complian
specifications In the Marketing Autharis
acords were reviewed and found to be in

1
ok g
AR

Vifor (Intemational) Inc., Rechenstrasss 37,8014 5t Gallen, Switzedand

AT

AR

product has bean manufactured, including
ce with tha GMP reguirements of the local
ation of the importing country. The batch
compliance with GMP,

PMBLWA ABNRETCA AOCTORSPHOR W TouHal, MapTus npaaykTa
AR YNBKORKY W KOHTPONE KEMECTES) HE BbILSYKE3aHHAX NPOU3BOACTREEHHBIX NMollyaskax &
TYNNPYIOLLBrD Opraqda u YTeepmASHHLIMK crauvtbukaLranI
ACTBY, YNBKOBKE W BHENWIY Cepui bW DAcCMOTPEHB M NPH3HAHE
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANU3A

Article number / Homep npogysTa:

Name of praduct/ Toproeos HarMaHoBaHHE:

Importing couniry / CTRRHE NoCTABKY

Package size and type / Pasmep o THN yNakcao

1030443
Maltofer® syrup / Mansradbep” cupon
Russia [ Poccun

vy VIFOR
PHARMA

150 mi glags bottles (carton boxes) [ cTeknAHHER
thrakokkl 150 M (NEYKA KBRTOHHEIE]

peaks in chromategram of
standard methyl
parahydroxybenzoate
solutions / Bpemewa
YASPMUBEEHUR DCHORMBIX
NUKQE HA XpOMATOIPAMME
HCHHT}“EMDFU pReTROpa
COOTEETCTRYIOT BPEMEHEM
YOASPHMBIHRA DCHOB X
MUAKOE HE XpOMATOrpaMME
| STEMAAPTHOTO PACcTECHE
MeTMNnaparaAperenBenao
aTa

Batch number / Homap cepuw: 812202A2
Date of manufacture / AaTa npouIseACTER 22-01-2026
Expiry date / Cpok rogHoeTH! 01-2029
Specification / Cneunduxauus: SPECC53812PS-ENO3v.3
Parameters / Unit /| EQnnnLe! Results / Limits | Cneyudukauma Method / MaTog
MoxazaTenu HIMEPEHUA PoaynbTaThl
Descrption / - complies, dark dark brown solution with a visual examination
Onucanue brown solution charactaristic ador { {organcleptic) */
with & PacTsop TEMHO- BHAYANEHLIA
characlenstic odar KOPVHUHEROIO UBETA © {OpraHoNenTYackui)
| COOTESTCTRYET, HANWSMEM XEPAKTEPHOIC
PACTBOP TEMHD- zanaxa
ﬂ;DQMRHEEIDI‘G
Ugetat
Hanmd-uem
Xapakrephars
sanaxa
Density ™ [ glem? | tiew® L 1.12-1.24 densitometric
MAGTHACT: ™ datarmination /
[BHOUTOMETRRA
pH ™ g 8.3 50-70 potentiometric
detarmination /
NGTEHUUOMETDHYECKIUA
identficatien of iron / - complies / Formatian of dark blue Cualitative reaction with
MeANMHHDOCTS, cooTaeTCTayeT pracipitate / patassium farracyanide /
Hensio Ofpazopaqie ccaa KauscTeeHHaA Peakuls ©
TEMMO-CHHED LBaTR KAnWA eppoLMaHIAoH
Igentification MP / . campligs / Retentien times of main HPLC / BOHXX
MeANMHHOETE, cooTaeTeTayeT paaks in chromatogram of
MeTHRHAPArMAROKTHE lest soluion ormatpend 1o
B relention timas of main

Vifor (International) Ing.,

Rechenstrasse 37, G014 St Gallen, Swilzenand
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CERTIFICATE OF ANALYSIS | CEPTUDUKAT AHANWUIA

Arlicle number / Homap npoaykra:

Name of product / Toproace HavMaHoBaHKWE:

Importing country / CTpana nocrasku: _
Package size and typz / Paamep o Tvn ynarkoseu:

150 mi

VIFOR
PHARMA

v

1030443
Maltofer® syrup { MansTtotep? cupon
Russia [ Poccun

plass bottles (carton boxes) / craknaHHsE

danakoHe 150 Mn (Raqkik KEpTOHHBIE)

Batch number / Homep capui: 51220342
Date of manufacture / data npoussoacTea: 22.04-2028
Expiry date | Cpok rogHocTys; 012026
Parameters / Unit / Eguruus Results / Limits | Cneynduiayun Method / MaTon
MokazaTenu HIMEpPEHURA PesynsTaTh
ldentification PP / - complias / Retention times of main HPLC / B3MX
MoAnUHHOETS, coorasTcTayeT pazks in chromatogram of
RpoRnANaparvapokchn ‘ test solution correspond to
Beusoar retantion times of main
peaks in chromatogram of
standard propyl
parahydroxybenzoate
solutions [ Bpemeka
YASDHUBAKWA CCHOBHBI
NWKOB HA XPOMETOrpaMmMe
MCMeTYEMOrD pacTacpa
CODTHETCTRYINT BRpeMeran
YASPRUERHUA DCHOBHBLIX
MNUKOR H2 XpOMETOrpammMe
CTEHAERTHOM DacTEopa
npanuinapargpokcrbena
0aTs
Molecular waight My / Da/[la AT'BEZ 37'000 = 73'000 GPC/
MonekynspHas TTIX (BIXEX)
macca My
Malecular waight Ms / Da/[fa 38147 29'000 - 51'000 GRC/
MonekynapHan TTIX (B3X)
macea Ma
P = M/ 5 =17 GPC /
o iz X (B39O0
Iron ! ma/mL { Mrinan 8.9 85-10.5 complexemetr
Heneso titration /
% miv/ 0.9 0.85 - 1.08 KomnneskcoHome: ms
% maccalobnem
Methyl parahydroxy- g/L/rin 0.58 023 -0.84 HPLC / B3xX
benzoale /
MeTHnnaparkaApokcK
BeHaoar
Propyl g/l/rn 017 0.13-018 HELC / BGHO
parahydroxy-
banzoate /
Mponunnapariapoke
wBeHsoar
Additional Results of Packaging Components | JononkurensHsie peaynbTaThl 0o yNakoBoYHbIM KOMNOHEHTaM
ﬁiﬂ"ﬁ:ﬁﬁ Results | PeayniraTil Limits / Ceuncpukauws |
Packaging 150 ml In dark glass bottles closad with screw | 150 miin dark glass botiles closed with screw cops
caps of high-pressure polysthylane with tamper | of high-prassure polyethylane with tamper proof
proof and & measuring cap worn on the cover. and a measuring cap warm on the caver. )
1 pottla with the instruction for medical use in an | 1 belle with the instruction for medical use in an
outer carton. outer canon.
Ynakoska Mo 150 MmN B0 GhnakoHs) TemWoro crekna, | Mo 160 Mn B0 NaK0HBl TEMHOG CTERN, 3AKDEITEIE
SRNPLITEIE  HABWHHMBSEMEIMG  KRBILUKEMA M2 | HABMHYNBASMEIMK  KDBILKEMA 13 nonuatuneHa
MONMATANEHE BEICOKOMO AABMGHWA © KOHTPONEM | BWGOKCTD  ASENEHWA C  KOHTRONEM nepoore
NEPEOTD  BOHEPLITMS W MERHBIM  KONNEYKOR, | BCKPEITMA W MEDHLIM KOMDAWKOM, HaAsTLIM Ha
HBOETEIM HE KDBILIKY, KOBILIKY,

25-02-2025 10:36

Vifor (International) Inc., Rechanstrasse 37, 9014 St Gallan, Switzerand
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANNZA

Article number /

Name of preduct / Toproaoe HAUMEHDERHUE!
Importing country / CTpasa nocranku:
Package size and type / Paamap v Tan ynaroeku:

Batch number / Homep cepwu!
Date of manufacture / data npovascacraa,
Expiry date / Cpok rogHecTw!

VIFOR
PHARMA

v

1030443
Maltofer® syrup | MansTodiep® cupan
Russla [ Poccun

Hemep NpogyrTa:

150 ml glaszs bettes (carton boxes) / CTekNSHHble

nakoHs 150 Mn (Nayky KapTOHHLIE)

61220242
22:01-2026
01-2026

Parameaters /

Results / Peaynutatsl

Limits / Cneuudimkaling

Mz 1 NakcHy C MHCTRYRLMER NO NPMBHEHWD
NOMELUSHIT B KADTOHHYH NAYKY.

Mo 1 nakoHy © BHCTRYELWMER N0 NPUMEHEHWIO
MNOMELLBHT B KADTCHHYD Nauky,

_Result bottls labal code: 310112501

Specification bottle label cade: 3101185-01

The Bottle
Label states In
Russian
language:

Trade name of the drug product with cautionary
mark &, Pharmaceutical form; Strangth in mg/ml;
Thea volume of the medicinal product in the vial in
ml; lren content in one milliliter of the medicinal
praduct;, Method of administration. Orally. Name
and address of the company parforming release
guality centrol: Namé and couniry of the
manufacturer of the finished desage form
{indicated in brackets), Logo of lhe company
parforming release quality control (graphles + taxt
in English}), Balch number « Batch No. s, Date of
manufacture; «fg.Dts; Date of expiry «Expire
date:»; Technological / manufacturing marks of
packaging.

Trade name of the drug product with cautionary
mark &, Pharmaceutical form, Strength in mg/ml;
The volume of the medicinal praduet |n the vial in
mi: lron content in one milliliter of the madicinal
product, Method of administration: Orally. Name
and address cof the company performing release
quality control; Name and country of tha
manufaciurer of the finished dosage form (indicated
in brackets), Logo of the company performing
releasa quality control (graphics + text in English);
Batch number « Batch No.» Date of manufacture:
«MigDte;, Date of expiry «Explre  dates;
Technologleal / manufacturing marks of packaging
{if necessary),

ArukeTha
| naxoHa

Kog atuketku hnakeHa (Pezynbrat):
3101185-01

Kog atureTky dinakous (Cneyucpukayma): &
31071185-01

Ha atukeTre
thnakoHa Ha
PYCCHOM
AZLIKE
ykazaHo!

Toproane HaWMEHO=AHUE npenapsTa e
NPEAYRpaaUTENLHOR MApKUPOBROR @,
Nexapcreennan dopma; Joavposka a mrimn,
Ofner  npenapara 8o dfAKOHE A MmN,
Copepwarite Heneam B OAHOM  MWNNWAWTRE
npanaparta; Cnocol npUMesEHWA! ¢ANA NRWBMA
BHYTPE%. Hazsawuée W CTDEHE  KOMNEHWW,
OCYLWOCTRNAICWER  BuINYCHEKWWA  KOHTPONL
kaqecTea, Haasanam w  CTpaMa  koMAAHVM-
MpORIBOANTE 1N FOTCBOR NEKSPCTBEHHOR dopMs!
(yxazano 8  ckofikax), Jlerothn  komnakum,
OCYLIBCTRARMIER  BRRYCKAKIWWA  XOWTROME
KauecTRa (rpaduka + TekcT W3 HFUACKEM
asoike), Homep cepan. «MNe cepuny, Oata
nirorenneas. «fata wvarcs, Oara oconyanud
TPoKa FOAHOCTY. :rﬁﬂeh Al
TexHonorHHeckue/NPONIBCACTRAHHEE  OTMETRN
{MEKDBKA.

Toprosce H2WMEHDBaHNE npenapata c
NpeaynpeaAnTENsHOA MAPKMPOBKSA 5,
Nekapcraexxan dapma; JoHPOSKa B MIMA;
OBnew npanapata po dinakone a M, Cogepxadue
Waneia 8 oAHON MAnnunuTpe npenapata; Cnocod
NEpviMEHEHXA JANA NPUeMa BHYTPL», HaasaHue u
CThana EOMABHNK, QGVILECTRAAOUER
BEIMYCAAIDLMA KOHTRON: KauEcTaa, Haimawie »
cTpEHe EOMNEaHn-NDoKEECANTENA roToBOA
NSKEPCTBEHHON dopme {ykasado B crobrax),
TNargran KOMMOZHKK, OCYLUECTaNAIUER
BLINYCKRCWMIA  KOHTRONL KBYECTEA (rpadbuka +
TUKET HE BHrnwicKom Azsike);, Homep cepud Mo
cepuwis, [lata varoTorneHwa: «fata wariy data
OROMHEMMR  Ccpoka  rogsocTi. «loged Ao,
TexHOROMMHBCAUa/ NPONIB0ACTEEHHLIE DTMETEH
yAAKEBEW (MpY HeoBxoanmocTr).

Carton pack

Result of the cartan pack code: 3101718802

Specification of the carton pack code:
3101186-02

The text in the
Carton states
in Russian
language:

Trade name of the drug product with cautionary
mark ®; International nonpropristary or group
name. airon ()  hydroxide  polymaltoses,
Pharmaceutical form, Strength In mg/mi) lron
content in one milliliter of the medicinal product:
The volume of the madiginal product in the vial in
m!; Composition: «Method of administration and
dase: for oral admirustration, in dosas according to
the attached instructions for medical use.s,
Prescription Status, Storage conditions, «ln the
origival packaga. At 2 lemperature not above 25
“C.a; Warning statement: «Keep out of reach of
childran.», Name and address of the company
performing release quality contral, Name and
country of the manufacturer of the finished dosage
form (indicated in brackets), Logo of the campany
patforming release quality control (graphics + lext

Trede name of the drug product with cautionary
mark @, Intarmational nonproprietary or group
name.  wlron (I} hydroxide  polymaltoses;
Pharmaceutical lorm; Strength in mg/ml. Iren
content in one milliiter of the medicinal product: The
volume of the medicinal product in the vial in mi;
Compesition. «Methad of adminisiration and dose:
for oral adminisiration, in doses according to the
attachad instructions for medical use. »; Prescription
Status, Storage conditions; «Store in the origingl
package Al a lempersture not above 25 "Co;
Warning slatement <Keep out of reach of
childten.»; Name and address of the company
performing  release quaitty contrel, Name and
country of the manufacturer of the finishad dosage
farm (indicated in brackets) Logo of the company
performing release quality control (graphics + text

25-02-2026 10128
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHANU3A

Article number / Homep npoayxTa:

Name of product / Toprosoe HaumeHoaaHue:
Imparting country / CTpaxa NoOCTEEKW:

Package size and type / Pasmep o ™70 ynakoskm:

VIFOR
PHARMA

v

1030443

Maltofer” syrup / Manstodep® cupon

Russia | Pocoun

150 mi glass bottles (carton boxes) / cTekNANHEIE
thridkons 150 MA (MAYEY KAPTOHMHEIE)

Batch number / Homep cepuu; §12202A2
Date of manufacture / JsTa npoWsscAcTEE: 22.01-2028
Expiry date / Cpok rogHocTi! 01-2029
F:.;iz:::m’ Results | Pexynurarts Limits / Cneundmrayun
in English); Bar code; Batch numbsr « Batch | in English), Bar code; Batch number « Balch Noi»;
No.», Date of manufacturs: «Mfg.Dts; Date of | Date of manufacture; «Mig.Dt». Dawe of expiry
expiry «Expire date;»; Marketing suthorization | «Expire date.s; Marketing autherization number;
number; Tachnological / manufacturing marks of | Technological / manufacturing marks of packaging
packaging. Additionally, it is applied variable data | (if necessary). Additionally, it is possible to apply
with an application identifier =2 contral | variable data with an application identifier (if
(identification) mark (CIM}, and a global trade tem | necessary): a control (identification) mark {CIM),
number "GTIN:", and an individual serial number | and / ar 2 global ade item number "GTIN:", and /
of a secondary (consumer) package "Serial No..", | or &n individusl serial number of a secondary
(consurnar) package "Serial No.:".
Kaprosnas Hoa raproHnoid naykn (Pesynerar): 31011596-02 | Kog keproxtofn nasiu (Cnsuvdmrayus):
raYka 3101186-02
Ha Kﬂp‘ﬂhﬂﬂoﬁ' TGpI’DBDE HAUMEHOBEHWS ApenapaTa =3
NavKke Ha NpegynpequTenEHoR MEPEUROBKOR & | Toprozos HEWMEHDBAHWE fnpanapaTa ¢
pyeckoM rpynnUpoEoYHoe  HaumeHoRaMue  «Xeneza(lll) | NPERYNPEAUTENEHOR MApKUPOBKOR &,
A3kLIKe FUAPOKCHA  MOMWMBNLTOIET:  [IeKSpCTESHHER | TPYNNUPORCHHOE  HawmsHosaHwe:  oienesallll)
YKazaHo: diopra;  Hosuposka 8 wmr/wn,  CogepssHug | TMIDOKCKWL  NONUMAneTO2aTH TNexapcTReHHan
WONB3A B OAHSM MUNMIMNUTRE NpenapaTs; Obsen | thopma; oswposxa B wmrimn; Copspranue wenasa
npenapata so dinakoqe 3 mn: Coctas; «Cnocol | B oAHOM  MUnnWRuTpe  npenapata;  DObem
NpUMBHEHWA W AC3S ANR NPWSME BHYTPL, B | Npenspata o0 nakoWe B mn, Coctas; «Cnocod
[i033% COMMSCHD NPWNaraeMoi WHCTRPYKUMW NOo | NRUMMEHeHUA W A03bE ANA NPUEME BHYTPL, B ao3ax
MEAWUWHCKOMY anMBHGHHm_N: ‘)’I,'.J'ICIBHﬂ cornacko ﬂﬁ&-‘ﬁﬂ.ﬂf’aEMDﬁ MHI.TI‘D?KHVM no
OTNYCKS; Yoroeus XPAHEHKA, #B | MEAVUUHCKOMY NPUMEHEHWI. ¥, Yenonua oTnycka;
OpUrMHEnEHOR ynaronke, MpW TeMnepaType He | Yenoeus xpaHenus: «XpakuTe B SPUMMHENEHON
suillie 25 “C.»; [NpeaynpeauTensHss Hapnuee! | ynaxozke. Mpu Temnepatype He Beile 25 *C.w
«XpannTh b HEOGCTYTHOM AnA Aetal mecres: | Mpeaynpegutantkan  Hagnuos:  «XpaduTh 8
Haumenosanne ] sapec KOMM@HKY, | HEACCTYTIHOM ANA QETeh MecTe.s| HauMerosanue
OEYLLECTBNAKLEA  BLINyCKSIOWME  KOHTPONS | agpec KOMAEHRY, OEYWBCTRNAKLEN
KAYECTBE, HBVMEHDBAHWE W CTDAHE KOMAAHWW- | BLIMYCKAIGIMA KOHTROE KRMBCTEE,
NPOU3BOAMTENA roToBoR NekapcTerHoR diopusl | HanmeHosaHue " cTpana KOMNEHMW-
(ykasaHo & croDkax), TIOFOTHN  KOMPEHAK, | NPOMIBOAWTENA roTOBOR NEKAPCTEEHHDA opMul
ocylUeCTENAWER BEINYCKROLMA  KOHTPONE (ykasaHo 8  ckobxax), NoroTian KOMNaMKL,
KauecTea (rpadhmea + TEKET HA3  EHIAWACKOM OCYLBCTENRIOWER BBIYCKRIGLIMA KOHTROME
Aaeike); rpwi-kop, HoMmep cepuw; «Me capuuis, | kaqecTE: (rpEChvka + TEKCT Ha BHIMAACKOM A3bIKE),
Nlata warotoanesas:  «flata  wanoe;  [Jata | Wrpvx-kop Homep cepuu: Ne cepuwis [aTa
OroHYEHWR CooKa roMocTy: «ogeH Aoy, Howmep | weroTomnenan: «fava uaris; [leTe oKoWdaHun
PEMMCTPAUMOHHDI yaocTosepedns, | cpoka  rogMosTal  «lpded  gois,  Homep
TaxHONOMMUBCKNE/MPOMIB0ACTREHHKIE  OTMETHA | PETMCTRALUWOHHOTD YAOCTORBPEHWR,
yraKonin. NononHuTENkHS HaHBCEHsl | TEXHONOMUYECKUS/MPONIBOACTEEHHEE  OTMETRA
NEpEMEHHBIE O3HHEEZ € WABHTWRWKETCPOM | ynarobky (Npv HEoBxogvMocTh). AononHuTEnsHo
HDMM&H&HHH.‘ 'KﬂHTpD.l'IthTFI BOIMONHO HEHSCEHWE MNepeMeHHBX OanHsix ¢
(MneHTHRUKELMDHHLIR) akar (KA3), rmoBanstui | WABHTUDUKATOPOM npuMeHaHUA (npu
MAEHTUCHUKELMONMBIA HOMER TOPTOBORA BAMHULS | HEOBNOZMMACTH): KOHTROMBHOTD
«KM:w,  MHAMBWAYAREHSIR  Cepuiksd  Homep | (MaeHTudiMkaLMoHHOrD)  3Haka (KW3), wlunu
gropudHol (noTpeluTensckol) ynakenk «CHiv, | roBansHorD  WABHTMOMKAUMOHHOTD  HOMEpA
Toproseft aauHHLib «KM:n, wianu
WHAVBMOYENEHOTG CRPUAHOTD HOMEPS BTCPUYHOR
L (noTpebuTenbckoi) ynaxoekk «CH:».
Storage !'| In the original package. Al @ temperature not In the original package. At a temperature not above
XpaHeHue above 25°C./ 25°C./
spuriransHoR ynakoske. (py TemnepaType B oppradansyoi ynakcere, Mpn Temnaparype He
HE Beile 25 °C, Buiwe 23 °C,
Shelf-life 1| 3 years. /3 roga. 3 years. / 3roga,
Cpok
rogHOETH
25-02-2026 10:36 Vifor (International) Inc., Rechenstrasse 37, 5014 St Gallen, Switzerland Page 5/6




vy VIFOR

CERTIFICATE OF ANALYSIS / CEPTUDRMKAT AHANKW3A PHAR MA
Article number / Homep npoaykTa: 1030423
MNarme of product / Toproaos HavMerobanite: Maltofar™ syrup | MansTodep® eupon
Imparting country / CTpana RocTanxM. Russia / Poceun
Package size and type / Pazmap v Tl ynakosky 150 mi glass battles (cancn boxes) / cTekNAHHLIE
hrakeHe! 150 M (Nauky KBRTOHHLIE)
Batch number / Homep cepuun: G12202A2
Date of manufacture / Jata npovsecgoTes: 22.01-2028
Expiry date / Cpox rogHociy 012029

* During balch release the test is camed out visually, the presence of a characteristic odor 18 not controllad. / Mpy swinycke
CEDMA KOWTPORE MO AaHHOMY NOKAZATEMNO NROWIRDAMTENEM NPOBOAWTCR BMIYANBMO, HARVHUE XapakTEpHOMD 3aNaxa He
KOHTRONURYETCS.

** The quality control of tasts for Density, pH, Extractable volume and Microbial axamination for finished proguct release from
manufaciuring sites are carried out in accordanca with the requirements of the European Pharmacopoela. During the quality
control of the product in Russian Faderation, tha tesis may be performed in accordance with the ralevant monagrapns of
Russian Pharmacoposia. / Beinyck@iolwkit KoHTpons Ka4ecTsa no fpkasatensm [NoTrooTs, pH, OBuLeM copepivMore
YNBKOEEW ¥ MUEPOEUONOIMYBCKEA YUCTOTE HE NPEeANDURTAM-UIrOTORWTENS NDCBGAWTER & COGTESTCTRAM C TpeﬁDBaJ-IHHMH
Eeponeickon ®apmaraned, Mpw KOHTRONE KANECTEA npenapate B PoccvdcuoR defepauue QONYCKRETCH ONpegensHde
OaHHBLIX NOKAZATENSA B COOTEETLTAMY C COOTEETCTBYILLMMU MOHOrPEqrAY T Pd,

Extractable volume: Parameler s Included to the specification by request of MoH of RF. Parameter is carrying owt during
manuiacturing guality conliol sid could be absent In the certificate of analysis for finished medicinal product. / Ofnen
coaepRnMore ynakossd: MNapaveTp NPosepRATEH § NPOUBCSe KOHTRONA NDOWIBOACTEE W OTCYTCTBYET B CEPTUIBMKETS BHBNWIA
NREOVNIBOSUTENS,

lonic iran (1) Paramater is not carried aul during batch release; is not included in the certificate of analysis / 1s monitored by
the manufacturer for the shelf life only, Shelfife limits. = 1500 mg/L., / Worel keneaa (11} Kortpont No gaHHamy nokasatento
MEM BRINYCHS CEOWW HE NPOBOAWTCA, NOKA3aTank OTCYTCTBYET 8 CEpTAMUKATE &HanW3a npouzacavTens. MokassTent
HOPMHPOBEH TONBXD HE MOMEHT DXOMHEHMRE CPOK FOAKOETY NEKaRCTEEHHOMD NRenapaTta (= 1800 mrin),

Microbial examination Category 3A: Control of the parameter is not routine and could be absant in the certificate of nalysis for
finlshed medicingl product. Perod of coniral s established by lhe manufacturer's technical documentation, /
MurpoBnonoruueckas wucroma Kateropus 3A. Kowtpofis N0 AaMHOMY NOKSISTENK HE RBMFETCA QYTMHHSIM @ MOMET
OTCYTETADBATE B CEPTULMKETE AHANVIA NPOKINOAWTENS. YacToTa KOMTDONA YETIHABNWAASTCA TRXHIHECKoR SokyMeHTaLual
AP@ANPUATUA-NATOTOBUTENA,

Notes: GPC = Gel permeation chromatography; HPLC=High perfarmance liquid chromatography, Eur, Ph. = Europsan
Pharmacopogia, RU. Ph. = Russian Pharmacopeela. / MK (B3KX) = rent-npoqvsaiowan xpoMarorpadivs, BOKX =
BricokoabthekTUBHAA MUAKCCTHAR xpomaTarpadiua; Eap, apa, = Eaponencsasn SapMakones ASACTBYOWErD wanaHus, M
P = MooynapcTeenHEA PEpMaroner Foccuiickod deispauu.

We harawith certify that the product has been analyzad in sccordance with the GMP-regulations according ta the approved
specificalions and normative dosumentation N NO11981/04-251223. /

HAsToALMM NOATRSMIRAEN, HTO MRCAYKT Skin NPOTECTYPORAN B COOTRETCTEVM C TpeGoBaHKAMK GMP 1 cooveaTcTayer
YTBERWAEHHON CNEUWERHRALUNN W HORPMATHENGA JORYMEHTAUMK M NO11881/04-251223,

In the case of discrepancies or doubt batween the English and Russian language, the English version shall be binding. / B
Cry<a& BO3IHMKHOBEHWR pacxomdsHuid Nu30 HeACHOCTER Mewdy AHIMWACKMM M PYCCKAM TEECTAMM, SHMAACKER BepCUR
UMEST NRUROEUTAT

Batch release/Buinyck cepuu
[[]or.7.wilimann [ | Dr. J. Barnarding

Qualified Person/Delegate m Wi Fharm. 8. Paciile

YnonHoMousHHOR NUUo
Comments/ N/A | He npuMeruMe m

KommenTapuu:
Yes [ da ]

Date/flava: 13 MAL. 7078
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lloaTrRepacenne BROAA B I'pskaancKui obopoT Ne 00657 ot 30.03.2026

Toprosoe HOHMEHORHHKE!

Manttodep®

M CAGIYHAPOIHOS HCITATCH TOBAMHOE
HiHMeloRIHES
(IPYHLHPOBOHLIOE HITH XITMHYECKOE)

Wenesa [1IT] runpokens nonamansTozwr

Jexaperponnas QopMa

Cupon

Jlosuponrka

10 sr/mn

DopMa BEMycKa

Cupor, 10 v/ (duiaon) 150 ma s 1 (asiea kaprrosas)

Iomep ceprn (Tlaprum)

a12202A2

O6nem copan (TTapun)

17613 ynaxosox

Jlara npouanencrsn

22.01.2026

Nonen 1o

01.2029

HaRMCHOBAHKC H 87IPEC HPOKINOIHTENT
(¢ ywazarHeM cTafMl MPOWABO/IC 1)

L. Hpuwssodeman  comoaoll Aesapemeennoll  diopame -
HEcphap HMupacipa dupmaveyrica C. A, Mopryramis/Tbherfa
Industria Farmaceutica 8. A, Portugal, Bstrada Cansiglieri Pedrosg
123, Queluz do Baixo, Barcarena, 2734-501, Portugal

2, llepswynas  ynaxoska Hbepdap Mtu:(acmmﬂ
Mapmaneyrura O, A, lIopTyrﬂ.mmjlhl.rlar Industria Farmaceutics
5, A., Portugal, Fstrada Consiplieri Pedroso 123, Queluz de Baixo,
Barcarena, 2734-501, Partugal
3. Bimopuvanas! nempedumenckan ynakoska - HMoepdap
Hunacrpia Wapmaueyrnka C. A, Tlopryramas/Iherfar Industria
Farmaccutica 8. A, Porlugal, Estrada Consiglieri Pedroso I23
Queluz de Baixo, Hawamna 2734-301, Partugal
4. Tpowssodinnens (Gomycrawmuil ronpoRs Kaiecnise) -

Brdiop (Murepusum) Hux., Waeiinapun/Vifor (International
Inic., Switzerland, Rechenstrasse 37, Y014 8L.Gullen, Switzerland

Honiep 1 faia perderpaltioRHOr0 YA0CTORCPSHHS

1T NO11981/04 vy 11.10,2011 (,rul'm nepeotopyncHn PY
25.12.2023)

Honep nopmardaiiof nokyMeHTammi

LINO11981/04-251223

ITarMenoRame 1 uapec gepiatens

Budop (Mureprswsn) Huk., Lsciinapun/Vifor (Intemational)

pEFHC'I’pa‘II‘F!ﬂIIHl‘H ‘0 YAOCTOREPEHHS

Ine., Switzerland, Rechenstrasse 37, 9014 5t.Callen, Switzerland

VTIOTHOMOYCHHOS
JIHILD

[leTprena H. B., YNonsoMoucHHbIil U0 BBOAY B rpaikaatlickui
oB0pOT NeKapeTRENTINK NPEnapnToR

QOO0 «MEITHTIATT: (yrpasnsiomas kovnanua Q00
«MEIATNAJI-OLHEON) ‘

Hosepernoets ot Budop (Murepuoun) M, [kefiuapia
(Vifor (International) Inc., Switzerland), 6/t 0T 27.05.2025
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