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BATCH CERTIFICATE / CEPTU®DUKAT CEPUU

Article number / Homep NpoayKTa;
Name of product / Toprosoe
HauMeHoRanue:

importing country / Crpana nocraaku:
Marketing Authorisation Number /
Homap beructpayuonnoro
Y0CTOREpeH uA:

Strength / Doanposka:

Dosage form / NexapcTeeHnas thopma;

Package size ang type / Pazmep u tun
ynakosky;

Batch number / Homep cepuu:

Date of manufacture / Hara
npovasopcTeE:

Expiry date / Cpok roarocTu:

Results of analysis / PeaynbraTsl
KOHTPORS!

Comments/remarks / Kommenrapum;

1001284 (681079)

Velphoro 90 tap RU / Benbthopo® 500, TaBneTku
KeBaTenbHele, 90 1t

Russia / Poceus

LP-003354 / NN-003354

500 mg iron per tablat / 500 MPKeneaa ua raGnery
Chewable tablats / TabneTiu »esartensuse
90 tablets / 90 TalneTtox

0121121AA
11-2020

11-2023
See attached certificate of analysis / cm. paHubie ceptuchurara
aHanuaa B npunomeHum

Do not store above 25 °¢ / XparuTe npu TEMNEDATYNS He Buille
259C

“Manufacturing Manufacturar/ Address / Adpec T Man, Authorisation No./

Step / Sran Mpouasoguren Homep npowasoautens Compliance No. / Homep
npouanoncToa b e | G Mﬁgpﬂﬁhgtgm_
Bulk Production Vifor SA Reute de Moncor 511101-102834269 GMPE-CH-1007198
/ Npoussoyereo Budbop C A 10 ‘

reTosof CH-1752 Villars- |
| 7EeXAPCTREHHOM i sur-Glane | ]
o popmit | | Switzedand | N Y P
J Packaging / Vifor SA / Route de Moncor 511101-102634260 ‘ GMPE-CH-1001188 .
Ynaxkouka: Buchop C.A. 10 |
| [ CH-1752 Villars-
‘ sur-Glane J
|- I s Switzarland e .
Quality Control /| Vifor Rechenstrasse 37 511557-102615006 J GMPEHV-CH-1000727
| Beinyoraowui | (International) CH-8014 St. Gallen | I
[ KoWTpans Inc. / Buchop Switzerland | |
’ kauecraa: {(MurepHawmn) ‘ |
L WHK. } ) |

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including

packaging and quality contral at the above menticned site(s) in fuil compliance with the GMP requirements of the local
Regulatory Authority and with the spacifications In the Marketing Authorisation of the Importing country, The batch
processing, packaging ang analysis records were reviewad and found to be In compliance with GMP |

Hacrosuum noaTEEP¥ A, Ut npueenexnHan pbilwe wHdbopMaUus Ransercs ROCTOBEPHOM U TouHoR. MNaprus npoaykTa
Bkina npouseegeHa {Brntouan YNAKOBKY 9 KOHTPONL KavuecTea) Ha BbllIeyKa3aHHbX NPOMIBOACTEENHEIX NIIOWAENKAX §
NOMHOM COOTBETCTBMM C TpeGoBaHuAMK GMP MmecrtHoro DEYNUPYIOUIBrD oprada u YTHEDMNEHIbIMK CRGLUMbUKALIMAMU
CTRaHKLUMNOETEPE. OTYeTh Npo NpouanoneTey, ynaxobke u aHannay cepum Brinu PACCMOTDEHR ¥ NEUM3HAMY

COCTBETCTBYOWMMY GMP tpefionanyam,

In the case of discrepancies or doubt batwesn
LITyHae BOIHUKHOBEHWA DACXOMABHUA NuEo H

UMEET NnpuopuTer.
Batch releasea / Bbinyck cepun

Qualified Persan/

YnonHoMouenHoe nuuo: Dr, J. Bernarding
7

o

vl
Signature/Noanuce: e
g

;
/ Vifor (Internationalytric., Rechenstrasse 37, CH-a014 st. Galte\ﬁ'“" 3

the English and Russian language, the English version shall be binding / 8
BACHOCTEN MEXAY aHrnuiickum u PYCCKAM TEKCTAMY, BHINWickas sepcus




CERTIFICATE OF ANALYSIS / CEPTU®MKAT AHANM3A

Article-No / Homep npogykra;
Product / Npoayir;

Country / ¢ Crpana:
Batch No. / Howmep cepun:

Man, Date / data MpOMaBoaCTRA:
Expiry / Cpok rofHoeTy:
Specification / Creuunducayns:

r “Parameters | Unit7
I MNoxaszarenu Eanumyn
‘_ 2 o MaMepeHun
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Results ] T~
Peaynbrarh

cooTserer

BEE.‘T

1001284 (681079)

Velphoro 500, 90 tablets / Bensthopo® 500, rafnetiy

KeBatensHblie, 90 T
Russia/ Poccmrl
01211214

11-2020

11-2023
SPECO29789PS-ENOSV.2

Limits / Crneyndpukanps

complies / Round flat-cylindrical beveled-
cooTBeTCT edge tablsts, red- -brown in
Byet colour with a berry odour and
embossed with PAS00 on one |
side / Kpyrnsie "
nAocKoUrnMHAPUIeckua
TabneTku kpacHo- ~KOpuYKesoro
Upera ¢ chackoit u
"pPasvposKoi PAS0Q Ha OAHOU
CTOpPOHE, C HANUYMEM f
,.__ﬂﬁ_tﬁmrﬁ}i_m
ccmpnes / Formation of the biua
cooTBETCT precipitate / OBpagonanue
. byer _Ocafka cuHero seta . |
complies / " Solution changes colour to
COOTBETCT yellow / Pactaop meHser user |

oT Ha }I(EﬂTb!P‘

wmpl:es s/ S30min/ <30 man

| Acceptance value /

Mass variation (uniformity

_O‘rganolé;ﬂm/—

Opravonentuyeckus "

_LBE’.THaﬁ pea kuwa

Comp Pxomp‘wc hlra[son /
F(DMH‘RG“CCOHOMETQMHO:

—XKOe TuTpoBanre

7I— Visual examination /

BUYANbHLIY

In-house f procedurs 7
MeToq hupmel

POCT cneyruyHeIx

Mothod / Meton "

]
1
f

}
|
|
l
|

OnHopoAHOCTE % <15 test of dosage units) 2 /

nozuposaHmua WMamereHne maces
i i (onHopoaHocTs
.’ } — A N . = | _Aoznposanyn) ¥
;'—In“ﬁr'o phosphate T ’ Spectrophotometry or
| adsorption pH 3.0/ | Padsorbed/ 0.29 20.21 ICP-CES /
| abcopbBluns mg Fe / { CrekrpodotromeTpus unu
| tbocdara mr ) OnTHYeCKas aMUCCHONHAS |
{ thocepopalmr cnekTpothoToMeTpus o
Menesa J MHAYKTUENG CBRIZHHOM

J ' SR

i Aé?dggmgruigﬁ/_— i e e | Growth test ¥/ Tecr ua
| a3pobible } cfulg / KOE/r f <1000 £168 . POCT CheynduuHbx
| Gaktepun | o | MyKpooprannamos ¥
} Fungi /rovber | ofuig/ KOEF I <100 <107 Growth test 97 Teer a

b s

Vifar (International) Inc., Rechenstrasse 37 CH-9014 St Gallen

S J ...... _MUKkpooprakuamos ¥ |




CERTIFICATE OF ANALYSIS / CEPTUGMKAT AHAN3A

Article-No / Homep npoaykra: 1001284 (68107g)
Product / Mpogyx: Velphoro 500, 90 tablets f Benbthopo® 500, Tabnery
MeEBartensHele, 90 T

Country / Crpawa: Russia / Pocous

Batch No. / Homep cepuu: 012112144

Man. Date / Nara npousscperea; 11.2020

Expiry / Cpok FOAHOGTIA; 11-2023

Snecification / Creuudbukayus: SPEC028789PS-END3Y.2
~Paramaters /1T T URET [ Results 1 T Limits / Creundburagmn I Method TMeropn B

MNoxkaszatenu EAUHK LRI Peayrnbrats) ) f
M3Mepenus

Absence of complies / Absentper1g/ | Growih test for specified |
Escherichia coll / cooreerer oTeyreTayeT Ha 1 - microorganisms ¥ / Teor [
oTCYTCTBME 3. Konu Byer

Ha pocT cneyndinitbix
} MUKpoOpranmnamos

498 e —" “Complexcmetric tiration

475 - 525 /Komnr:exc:onumewwec [
e s o o€ TvTpoRanue ¥

Iron /¥eneso mglteblet/

M/ TabneTka

L

Vifor (Internatjonal) Inc., Rechenstrassa 37 CH-9014 St Gallen Page2 /3




CERTIFICATE OF ANALYSIS / CEPTUDGUKAT A} 1AN3A

Article-Ng / Homep npogykra; 1001284 (681079)

Product / Mponyxr; Velphoro 500, g9 tablets / Benudopom 500, raBnaTeu
X KesaTensHeie, 90 Wt

Country / Crpanar Russia / Pocoug

Batch No, / Homep cepuu; 0121121AA

Man. Date / Hata NpPonIsocTes: 11-2020

Expiry / Cpok rognacTu: 11-2023

Specification / Cneyndukaus: SPECOEQ?SQFS-ENOBVQ

1 ) .

) This test is performed visually at the releass of the batch, the Presence of a berry odour is not controlled /
Mpy sbinycke CEPUY KoHTPONL no HaHHOMY nokaaarenio NpousBoanTENnSM nposoanTes BU3YENBHO, Hanuuue
Aroaxoro sanaxa He KOHTDONUpPYETCH,

% Acceplance value with 10 tablets.. If the acceptance value after 10 tablets > 15 % then additional 20
measurements are done, The tolerance after 30 measurements s < 15 % and the deviation of individual
contents has g tolsrance from = 0.25 M/ OaHopontocts AO3rposakns nposepseTes Ha 10 TabneTkax. Ecnn
NoKkAzaTeNs Ha 10 TaBnetkax > 15%, 10 BbINONHSKOTCH ACNONHWUTENBHLIE 20 M3mepennit. Jonywenue nosne
30 uameneHun cocrasnger < 15%, a OTKNOHEHUe conepskanus bonvensi Kkuernors ot HOMWHansHoro
FHAYSHUS AOMKHO BbiTh

£0.25 M

¥ This test is not reutine and may not appear in the certificate of analysis. The frequency of control is defined
in the technical documentation of the manufacturer / Koutpons no RaHHOMY nokasatenio npy BBINYCKe Capui
He npoussogures;

95t0 105 % of the labe! claim / o7 95 A0 105% or zasenznnore KOIM4ecTsa

Note: Release quality control of tests "Disintegration", "Uniformity of dosage units", "Microbialogical purity" at
the manufacturing site is Carried out in accordance with the requirements of the European Pharmacopeeia.
During the quelity control of the product in the Russian Federation it is allowsd to perform the tests in
accordance with the relavant monographs of Ru.Ph. X/ / Mpumevanue: Beinyokaoumit konrpons kavecTaa
no nekaeaarensm «Pacna,qaemocm», «O[HOPOAHOCTE A03MpoBaHUsay, «Muxpoﬁwonorwaecxag YUCTOTa» Ha
NPEaNPUATUN-UaroToBUTaNE NPOU3BOAUTCS B COOTRETETBUY o TpeBosaHuamu Esponefickor ®apmakonen,
flpn koutpone Ka4yectea npenapara s Poccuitcron benepayun fAonyckaeTes ompeneneHue NaHHbIx
foKasaTener B CooTBeTETEMY o CooTRETCTRYIOWMMY MoHOrpachusmu ' X1,

Free (unbound) iron: This test Is not performed for release of the batch; paramater is not present in the
Manufacturer's Certificats of Analysis. The limits apply only at time of expiration of the medicinal product. Shalt.
life limits: < 5.0 9 m/m | CeaBognoe {(He ceszaHHoe ¢ KOMMnekcoM) seneso: KOHTPONL no gaxHomy
nokazarenwo npw BbinycKe cepum He npowsaoaurcm nokazarens OTCYTCTEYET B cep‘rwcbuxare avanuaa
nponssoanTens. Nokasarens HOPMUPOBAHK TONLKO HA MOMedT BKOHYEHUA Cpoxa rogHosTy nexkapereeHHoro
npenapata, HopMbl Ha MoMeHT OKOHYaHus cpoka rogHacTk: £ 5.0 %

We herewith certify that the preduct has bean analyzed in accordance with tha GMP-regulations according to
the approved specifications / Hacroawmm NOATBEDKAAGM, UTO NPOAYKT Gbin NPOTECTURORAH B COOTRETLTBUN
¢ Tpebonanuamn GMP COOTBETCTBYRT yTBEPNAEHHNMY cneuncbukaumamm,

In the case of discrepancies or doubt betweon the English and Russian language, the English version shall be
binding / B cnyuae BOSHIKHOBEHUS pacxomaeHui nubo HEACHOCTER MeXay aHrnulickum 1 PyCCKUm TexcTamy,
aHrriniickan sepoun umaer npuopuTeT.

Qualified Person/
YHonHoMouetinos nuuo: Dr. J, Bernarding

Date/lara: 28, Jan. 2;21

ARIPHAHCBA 0.4,
Cneyuanyer no BROLY JI 8T
i

OBEPEHHOGTS

’ o b o § 4 an
Signature/Noanuck: L /L_M_,___ 0§ S B L-20-73/1 07 10,09, 2020
/ o Mo SRR - —
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