v¢ VIFOR

BATCH CERTIFICATE /| CEPTUDHKAT CEPUM PHAR MA

Article number ! Homep npogykra; 1001388

Name of produet / Toprosoe HEUMEROIZHUE: Waltofer® Fol | Mansrothep® Gan

Imzoning ceuntry / CTpzHa nocrap; Ryssia | Foctun

Markating Authorisation Numbsr / Housp N ND11852/04

PETUCTPELADKHOMD YAOCTORRRAHUR;

Strength / Joauponka; 100 mg iron, 0.35 my folic acidtshlet / 100 Mrxenesa, 0,38 wr
PONUSECH KUERDTR 42 TASNETRY

Dosage form / Nexapcreantan dopma: Chewable tablets / raBneTiy MesaTensHEE

Packaga slze and type / Pasmen u Ten 30 tablets n biisters (carlon boxes) /30 Tatnetox 8 BaucTenax

YOaKonk [Pk KaRTOHHEE)

Batch numbar / Howep capuu: NAC11301 )

Data of manufaciure / lara npoussoacTae: 05-08-2024

Expiry date / Cpox rogHasTu! 08.2028

Internal ERP Bawch number / BRyTpaHkwd FEM

HOMED cepuw: ACA3SD

Used Active Pharmaceutics| Substance

(ferriclll) hydroxde palymaltosats) bates / ABL18S

Cepus ucnanssosanioll arTHerai
DEpRaLIRTNEtR syBeTanumy (anesallll)

MUAPOKEME NTAMMANSTOIET)!

Used Active Pharmacautical Subssncs batsh

(folic acid) / Cepun Wenonb3caarHGE xTUaHON UT23010023
hEpuaLeaTIIECal cyBaTakuIy (honwaran

K¥CnoTa)k
Results of analysls | Paaynstars kanrpons; S below / o, Hiwe
Commenis/remarks / KommerTapuu Storz In the arigingl package. At 8 tamperature not above 25°C, /
B cpureHansHeh ynaxoaka, TPk TEMPEpaTypa Ha Seils 25 Ll o
Manufacturing Step / Stan Manufacturer / Addresa | Anpec Man. Authorization | Certifleate of GMP
NPCUIBOOSTED Npowimogurons Ho, / Hemep Complianca No, |
NpaHIRaRUTENA Homep GMP
CRPTHHUKATE
Actve Pharmaceutizs! Vifer (Intemnatlonzl) Inc. / | Rechenstrasse 37 8014 St | 511857-102726037 | GMPEHV-CH-
Substanze (ferric{ill) nydroxlde | Butop (MrrepHawsn) | Gallen Switzerand 1004842
polymsltosate) Production / IRE, Tel.Men.: +41 56 851 B4 24
MporasoacTea akreangd i
GEPMALBETH-BIKOA
cyBeranuuy (xanaesailll)
TUOPOKERY NenkMankTaaaT):
Active Pharmaceutical DEM Nutritional Haupisrasse 4 511463-102620688 | GMPE-CH-
Subsiance (folic 2did) Praducts AG 4334 Sisseln, Swizerend 1002814
Production / NMpauasgncras Zwelgniededassung Tel/Ten.:; +41 62 855 21 14
AKTHEHON DapualseTudacke? | Werk Slegaln/
cyGoTanuME (honuenar HEN Hyrpuing |
¥EAoTa) Mponakre N, Gunwan |
338003 CUCCENbH |
Bulk Fraduetion / Cerden Phamma Fribourg | Route de Moncor 101732 |511101-102695450 | GMPE-CH-
MpawaneacTeo rotosoi EA/ Villars-sur-Glane 1004051
fikapcTeeHHCA diapmsl Kopred Qapma Opudyn | Swizerland
CA Tel./Tes,; +41 58 851 81 11
Packaging / Cerden Pharma Fribourg | Routs da Moncar 10 1752 |511101-102686480 | GMPE-CH-
Ynakosxa: A/ Villars-sueGlang 1004051
Kopaen Pepma ¢pudyp | Switzerlsnd
cA Tal/Ten.: +41 58 851 61 11
Qualiy Contral f Kokrpan Corden Fharma Fribourg | Routs de Moncar 101752 | 511101-102696430 | GMPE-GH-
| KaHESTER SA /7 Villars-gur-Glans 1004051
i Kopnad ©epiva Spudyn | Switzerland
CA Tatl/Ten.: +41 56 831 61 11
Batcn release / Buinyed espun | Vifor (International) ae, / | Rachensirasse 37 9014 5L |511857-102728037 | GMPEHV-CH-
Budop (MuTepHawsn] | Gallen Switzedand 1004842
hk. TaliTan.: +41 68 A51 B4 84

I nereby certify that the above information ls sulhentic and accurate. This baleh of pracuct has been manufactured, Including peckaging
and quality controd et ihe absve mentionad sitz{s} in full eomplisnee with tha GMP requizaments af the lozal Regulatory Authorty and with
the epecificalizns in the Markeling Authorization of the Impanting county. The beich processing, packaging and analysis moords wara
reviawad and found to ba In compliance with GMP,

FBCTORLIM TICATAOLXAEK, “TO NIMBSAEMHAR 38/US WHRCHMSLUA ARNNETCR ACCTORRRHDH W TOWHOH. Maprus npoaykra Beina
NPCMISEAEHE (BRNKINEA YREkooky W KIHTDOME KAUEETHE] Ha NLILLOYKSSANEEIE NPOWABOACTEEHHES NAAIAARAY B NOMHOM COOTBETCTEMY
Tpa0osaRUAME GMP mMBcTHOMD PEryIUDYISLSIo ORfHE ¥ YTEEPMASHHEIMM CRELMAMKILKLIMY crpadk-uMnopTepa. OmieTe no
NPOUIBOACIAY, YRAKODKE U BHEMKSY Capun SEly PACSMOTRENK U NPUSHERSl COSTEETETAY AL MM GMP TpefosanuaM.
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4 VIFOR

CERTIFICATE OF ANALYSIS | GEPTU®UKAT AHATTMZA PHARMA
Article number / HoMaep npoaykia, 1001389 i
Neme of product / Taprosog HEWMEHDREHUE, Msltofer® Fal | Manwrodep™ @on
Imparting eountry / CTpaHa nogTauka: Russia [ Poceus
Package size and type / Pazuap W TWN yNEKaEKE g tablets In blisters (zaran boxes) /30 TalneTok &
Srucrepa (naqukd kapToHHBIE)
Bateh numbar / Homap capku: NAC1T1301
Data of manylaciure [ JaTa npow2eoAcTES: 08-08-2024
Expiry data / Cpox ransoeTu 08-202¢
Specification / Cnayupukanws: SPECO22726P5-EN0Iv.G
Parameters / Unit! Eguruys Resulls / Limits / Method / Metog
Mokazatenu HIMBRAHUA PeaynieTate! CrouuthHKaU1a —
Description / . ‘complies, raund, fiat | Round, flat brown.whita Vigual Examinatian /
Onucanue brown-whita speckled tablet with & EwvayansHeii
| speckied lublet with saoie ling / 4pyrrbe
& score fine / MAOCKOUMITKHARHHECI
CODTRETOTBYET, 0 TabneETkd
KpyrHsg KOPMUMEROrS LUBETE &
MOCKALMIMHARMAE | BRPEANBHUAMY Denare
Chia TAGNETKU LBaTa, ¢ PHoKoR
KOpMMHEROTD U2ETE
£ BRPENNEHAAMK
Gsncro UsaTE, ©
RUCKa
Identification of iran / - compligs / Formation of dark blua Reaction with potasaiumn
MOARMHASET b, HEARIO COGTHETOTAYET pracipitate / ferrccyanida /
Ofpaageanqe ecanna Kalesthendan peaktisn ¢
TEMHD-CUHEND LBETA HAMUA %EE?EEHMMEGM
ldentification of folic . camplies Ratention time of main
acid CONTHETOTEYET paak In chromatogram
Noanusinaers, of test salulion,
hanuasan KAenaTa preperea for the
quantiative
determination,
cofresponds ta
retention time of maln
paak In ehromatogram
of standard folic scid
solutian /
Bpama YRERRUBEHUA
SEHOENATE NUKE HE
! KOOMBTOTRAMME
| UENETYEMETD
pacTaOpE,
npUroTOBNENHOMG AR
KQMUURCTARHAOID
ONPRaenaHHR, SO0
CORTHATETRONATL
BOEMEHK YASDHMADAHUA
SIHODHOMS MMKE WA |
! *OSMATCIRAaNMA |
CTAHZBRTHOMG |
pacTecpE ionkeson
sicAaTe
Moizgular waight Mw / Da f Ja | 37400 37°000 = 73000 GPC/TTIX (BEXX)
MonakynapHas Macea
i
Molagular waight kn / Da/fa AFEDG 25000 = 51000 GPCTTTIA (BaA)
MaonerynapHan macsa
Mn
P = Mwilin - 13 | 217 GPC / ITIX (BEXC)
Diginsagration Time */ 0/ MuakyT complies =30 Visua! Examination /
PacnapsemoeTs COOTBETETAYET Busyansksd
Avorage mass */ mg /M 731 B85 - 765 Mass variation (uniformity
Cppanss Maccs i tast of dosage units iron) /
Tabnatar * PaedeTHO-MECTEILIA MaTag
{aaHOPCAHEETY
AOSHPORAHHE SAUNAY
kEnsag)
Page2/5
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w7 VIFOR

CERTIFICATE OF ANALYSIS | CEPTHUGWKAT AHATIMSA FHARMA
Artisle number ! Homep npogykr! 1001358
Namsa of product { Toprasaa HEUMEHOBAHKE! Maltofer® Fol i MansTagep® dan
Importing country / CTpaHa nocTanku; Russia [ Foccua
Package stze and type /| Pasuep u TR YRAKGRK 30 tzblete In bilsters (zarion baxes) /30 TabneTos &
BrucTapax (FauKd KSpTOHHLIE)
Bateh number | Homap capis: NAG11301
Date of manufasture / lata npovasoseToe: 05-08.2024
Expiry date / Cpok rogHoGTH: DB.Z028
Paramaters | Unit/ Egunsiel Results / Limits / Methed [ MeTon
ToKa3aTenu UIMBREEKA PaaynbLTaTh Creyudykauns
Acceptance value /[ E 15 =18.0 Mazs variation (unifermity
HospduuuakT tast of dosage unile iron) ¥/
npHeMiaMocTH PECUBTHO-MACCOBEIR METOR
(DAHOPEAMAETS
ROIMPaRARHEX ERUHIY
wangss) !
Acceptanca vala - / % @0 =150 FPLC {uniformity test of
Kozdmuuuant dasags unlts felic acld) 7/
ApUamnaMocTy BEA (0aHOPEAKEETL
FOIAR082HASE BLAHUL
drarkeach goneTs) @
Lo5s on drying - / T mim / 54 8.0 Dirying s2binet / maistire
NoTeps b Mages Mpu9 Y dfea analyser /
BhlEYLUWEERAN CYLUAMEHIA Wrac /
BHANUITTOP BABKNOCTY
Aercbic bactarla = ™"/ efulg / KOEIr <1000 | =10% Growth test {ricteblelogical
A3pabHs=z ! examination catagary 3A)/
Baxrapu * /= | TeaT Ha pocT eneUMbUdKLE
MUHKPOORrEHUAMDSR
(raTaropun 3A]
Eungit /= cfulg [ KOE/r <100 =10 Growth test {micrablologics!
fpuEsl =/ | ' axamination catagary 3A) /
! Tect Ha pOCT cREUWGMHHLIX
1 MMKPOTRrAHKINMOR
| {rateropur 34)
Absence of - aomplies / Absentperig/ Growth test far speciiic
Escherichia coll =/ / conTRETCTRYRT aTcyToTAySTHa 1T picroorganisms
oTeyTeTEME 3. {micreblologics] examinatizn
3h Rl category 3A) / TEET Ha pocT
crEUWdinEs
MUKPASRraHYaMoD
(Materopus 34)
Iran / #enaaa mgitablat/ 100 95— 108 Complexomatric titration /
wrf TaGnaTka KOMNNEKECHOMETESEC
k0@ TMTACsEHYE
Folic Acid | Bonvesan pgitablat/ 365 315 - 443 RELG/ Ban
KACNaTE MErTaGnaTEa
Additienal Rosults of Packeging Compenents { [lononHuTensHale pesyiaTaThl o yrakosouthii KOMMOHEHTAM
:211';‘::;5" Rezults [ PesyHaTaThl Limits | Cnetydhukauua
Packaging 0 molels In & Dhater of aluminum foil, ceated on | 10 teblels in @ blister of aluminum foll, coated onane
prn side with polyvinyl chlorde (PVC) and | side  with polyvinyl  chleride  {PVC)  snd
srihophthataldehyds {OPA) on the aihar. orihcphthaidehyde (OPA) on the ather.
4 blisters with tha instruction for Use are placad In | 3 blisters with the instruction for use 2re placed in 2
= carton. carton
Yrnakomi Tlo 10 12ANETOR © GRecTapsl va =niomirkeasd | Mo 10 taBnsvek 8 BrucTepsl M3 ANOMMHBREOR
Gonard,  NOKPRTSE  © 0AKOA  CTopcMsl | Gonera,  MowpuWToR £ OFHCA  ETOROHE!
NOIMEUHUMETOPHMASK (nex) W | NENKSUHATENOPUASH (NBX} "
opTodTENaNEASTUAOM {QpA) & Apyrod, spTedTENANBRAMA0M (OA) ¢ spyrad, .
Mo 3 Grucrapa BuacTE © WHCTRYKUMEA no Mo 3 GRWCTEPS RMECTE C WHOTDYKUHSR ne
| | npumenends nokawsiet s KspTONNYIG NAKY. NEMMEHEHUE NOMELIEIT 3 EDTCHHY Nanky.
Labaling / MapxupaBka - =
Blistar Result blister code: 3002277-03 Specication blister cods: S062271-08
labelling 7
The Blister The radz narme of the drug product with @ wamning | The trada name of the drug proeduct with 2 waming
laballing mark @ Ahbrevieted company name carrying out mark @, Abbreviated company name carrying out
states in the relegsa guality eonral: «Vifara; Cantent Inona | the releass quality contral: «Vifors; C:pn!ar.t in one
{ 1zhlat of irer (siron 160 mgz} and folic acié {etolic | teslstof fan (siron 100 mg) and folic acid efolia
05-12.2024 10:55 Vifor linternational) Inc., Rechenstasss 37, 8014 g1, Galian, Swizerland Paga3/6




+4 VIFOR

GERTIFICGATE OF ANALYSIS / CEPTUSUKAT AHANUZA PHAR ivlA
Artizls number / Honep npagysTs 1001388
Name of produtt / Toproros HEUMBHCHAHKE! Maltofer® Fol / Mansrodiep® ®on
Imparting country / CTpaHa nocraskd: Russla | PoceHi
Prackage size 858 ype [ PRIMep v TUN ynakoasw 30 tahlsts In blisters (carton boxes) / 30 TalneToR s
BAuCTaEEX (N2vki KEETOKHEIE)
Baleh number / Hasag cepuit NACTI30%
Dete of manufacture / Jata npouanoiorea: 06-08-2024
Expiry date / Cpak rogHecTv. £8-200%
E;’;T:le:fwf Results | PeayneTathl Limits / CneusdrkaLyn
Russlan acid 0,55 mgn); Cate of manufaciure: wtAldzaw, | acd 0.35 mga), Date of manufacture: aMi.datee,
language: Expiry date: "EXP"; Batch numbar: aBaich Mo, », | Explry dale: "EXP: Bateh numbar «Batch No, »
Teehnalogice! / production marks of the packaging
(if racessan).
| Mapripossa Kon GnucTepa (PeayNeTaThi): 300227702 Kon Bnuctepa (CraunduiaUua): 300227703
i Enu:ﬂ:gé
Ha GnucTape Toproass HAUMaMOBAHHE npenapara ¢ | Tapragos HEMMEHOBEHRE npenapatd c
Ha PyCCKOM npEAYNSeaUTanLHeR HMApKKECEKOR &, | npegynpaanTEbH oR MEPKUPOBKSA &
AnIKE CokpalieHHos  HEMMEHORIHKE wamnariy, | CokpaulzHibe HAUMEHOBEHUE KaMNEHKK,
yiasdaHo! CeYWBCTANAKLLAH  BRINYCRAMWMA  KBHTRONG ocyweeTenRwed BLIAYCREIOWME KOHTRANE

FadecTBa:  «Bedgaps; Cofepmanue & 0AHSH | XAWeCTEA «Buthops; CopépxaHwe @ LU
TaBReTHE MerEln (kkenean 100 wia) v donkesol | TadneTke wenesa (ewaneds 100 Wre) ¥ oNKIscA
wuenaTe (nchonvesss kvcnota 0,35 mra), QaTa | ecnotsl (¢chnnuepas kucnora 0,35 wMre) Oava
wargTosnedua:  «flata  waris Jara oKOHYEHWR parorasnedus: oflata uarsy, [Jara oKoHHEHUA CRaka
cpoka rogHocTs clofed note, HoMep cepui ae | ronHocTw: alaaeH ois; HoMep capuu; N capurin,
CEpWWS, TerHOROrMYEcKUaNPOMIBOACTESHHES ATMETHK

yranosky (A HEDEXOZUMOCTH).
Carton pack | Resultof the carlan BEcK Gede: A005597-C5 Sraciicatien of the canon pack code: 3008887-05 |
The text in the | Trace name of the drug product with cautionary | Trada name of the drug preduct with cautionary
Carion states | warning mark & Imermational pen-proprictary or | warming mark ®; International non-prepriatary o
in Russian araup nama alran (1) hydroxide polymaltose = | graup nama lron (111} hydroxide polymaltose + folic
language: follc acidy: Pharmageutical form; Strength In mg; | scldn Pharmaceutical form; Strength in mg: The
The sumber of tablals in the package; Name and | number of lablats in the package; Name and content
contant of active substances, list of gxcipients; | of actve substances, list of exciplentz; «Posalogy
«Posology and Mathod of Administratian; for aral | and  Mathad  ef Administration;  for  oral
adrirstration, In doses according ta the stlached | sdministretien, in doses according to the aftached
patiant infarmetion leaflels; Prescriptien staius: patient Informetion leaflety) Prescrption status;
«Storage cardiiens: Store inths orgingl package. | «Slorage canditions: Stare In the origingl package.
A a temparaivre not sbove 25°Ce: Waralng At 3 temperature net above 257Cs; Warning
statamant; aiesn away frem enlidran.»; Name ans | slatement: «Keep away from children.s; Name and
country of the rejease qually contral campany. | esuntry of the release quality contrel company;
tame and country of the manufacturing company | Name and cauntry of the manufacturing company of
of the fnished dosacs form (indicated in brackets) | the finished dosage form (indjea ted In brackets), Tha
The logo of the company that camies out releass | lega of the someany that sarriza out release quality
quality capiral {praphics ¢ text in Englishy; | contrel (graphics + text in English); Barcade; Batch
Barcoda: Balteh number, «Balch No, »; Dale af | number, «Batch Ma. »; Date of manufaciure:
manufaciure; «Midatess; Explry date EXP | eMfdaters)  Explry date: ‘EXF;  Martketing
Marketing Authorization number, Tachnologleal / Autherization number; Technelogical / production
preduetion marks of the packeging. Additiorily, marks of the packaging (i necessary). Additionzlly,
variable data with en application idantifier is |t s pesalbie 1o apply vardable data with an
applied: @ conwsl (dentfisatien) mark (CIM), a | applicatian identifier (if necessary): & contral
glabal trade item numbsar «GTIN:s, an ndlviduz! (identfization) mark (GIM), and / or 3 globel rade
Zerisl numberof 3 spcondary (consumer) package | llem number «GTIN:w, and / or an individual serial

- aShin. numbar af & sacondary (eonsumer) packags SNy,
KapToHHzR Kop kapTonno? Radd (PeaynsTat) 3005387-05 | Ko KBATOHHGA nauxy (CraUMtMkaLyYR)
HAUHA 3008397-03

“Ha kapToWHOR | TOPropoe  HSHMEHORARME  MREN2RETE ¢ | Toproaoe HEWMEBHOBAHWE npenagata [
nayke Ha AERAYNPEAMTENEHOR MEpRUpDarad %, | NpeaynpepnTEnEHoR MapkapoBKkad i
RYCEREM WMexayHapoaHoe WeNaTaHTRAHHOE un4 | fMemgyHapoaHos HenaTeHTOREHKoS WnK
nILIKE (DYNNMADAGHRGE  HEMMEHOASHHE wenazallll) | FPYIMAPOBONHOE  HEWMOHOREHWE witenaaallll)
yXa3ano: FMAPERGA REAUMMENLTEINT + BaNKEnEs RACNOTaN] MOPOKEMA NONMMBNETOIAT + GHAVEASH KMCnaTas

MEKEpoTREHHAR  IEpME] Ooswpoeka & Mn | [l24apeTBerHas thoprs;  fosvpomkd B MO
Kanudecras TabneTok B ynaKonke, HalveHosdnua KonuuesTea TRERETOR B YN#KOBKE, HaUMEHOBRHUE 1
A CORRPHAHYE AFACTEYICLIME BRUBCTD W RERENEHE COAEpHAHWE AGHCTOYIOWMX BEWERSTA W Nepe-eHs
nenNoMarETENBREIX BRLIEETE; sCn0CoS | BORSMCraTENbHEE QEWLECTE aCnocol NpUueHBHWRA
TPHAMEHEHAR Y RS36! AN Npiena BHYTRE, 5 003EX | U ADIGL ANA NpMEMB BHYTPE, & ROAX COTNACHD
LornacHE npAfEraaMel  MACTRYRUER ne | nownaragmol MHETRYHUMY  nd HMEAULAHCROLY
MEQUUMHEKOMY ASWMEHEHID YEnARUR OTTVEKE; | NPUMEHEHWR.D, Yonopdn  oTmyekd ¢ YGRABWA
VerneauA spaHeHua B GRATHHENEHOR YNaKOAKe, XpAHEHWAT B DpMrKHAMEHOA  YNEXoBRE, Mpu

Mgt ToMneasType  He  beiwe 25 © oo | Teunepatype  He  welwe 25 ¢ _Cw
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CERTIFIGATE OF ANALYSIS { CEPTU®KKAT AHATNIUZA

Articls number | Hovep npaaykra;

Name of predust/ T2aramae HauMenoaaHue:
Imparting country / CTpaHa nacTaaku:

Fackage size and type / Pasuen w ten YIIEKOBRH:

1001355
Maltofer® Fal / Manstothep® dan

Russiz | Poccun

30 tablats In blisters (carten boxes) / 30 telneTor 8

PHARMA

BrcTapay (naqky KapTauMeg)

Batch number / Homep capu: MNAC{13DT

Date of manufacturs / Dura RPCWABSAGTRE! 08-08-2024

Expiry date / Cpox rerost; 08-2029

[E;T::::;’J Results [ Pesynurary) Limlts / Crielucburavus
NpeiynpopuTenshan  Wainvam  <Apanams & Npeaynpenurensian  Hagnuon:  4AParvTe 8
HEOOETYNHOM B8 AoTall macre, s Hauumenoaaus HERCCTYNHOM SNR NeTel MesTe.s; HaumeHonanue w
u Enpes  KOMMEmuy, ocywecTenmouel | anpec koMnanug, OCYLECTRAMOWRA BRINyckaauw i
BhinycKajatud KOHTROML, KaMecTes, | KONTPOML  KkadecTsa; HauMerobaHue u CTpANa
HavmeHananwa it CTpaNG FOMNRHML- | KOMNAHWA-NPCUALOAWTENN FOTOROH NekapeTaeHHoil
MPQUABCLATENS TOTOA0A NKpCTREMHIl thophs! Dopmsl (ykazaHo 8 cxofkax); NeroTvn KOMNaHYY,
(yvasana = choS:Ex).  NoroTun koMAaKAY, | DoylecTEnAowSA BEINYCKEOLnA HOHTAOAL
QEYliecTENAILEd  3ninyoEiol s WQHTRGNL | kB4ecTsd (rpadiuie + TercT HE SHERUECKoM AZkina);
KENECTUR (rRAMaka + TEKCT Ha anrmudickon ruaie), | Wrpux-kon, Homep cepuu: «Ng cepumis; Hdara
Wrpus-kof, Homep copuw: whe cepuuiy, [lata | varcTosnaHus; «laTe uar.n [Jara oHoRvEHKA cpoks
AsratoBnerun; «[laTa wars, [ata oroHuanus faAHoeTr «lanen nom Homep peneTpalMonorg
Cpdka  rogHoctw  elonsk o Homep | yaocTosepenns; Texronoruyeckie!
PervsTpaluMoHHare YAOCTORERSHUA, | NPOWIBCACTEEHNLIE  OTMETHM ynakooxt  (npu
TexHonoruuaciyal NEOMIBOACTASHHEIE  OTMETRH HEoOxonuMocTH).  [ononuuTencHa  moIMomHe
YTIAKOBKM, HenannuransHe HEHECEBHE | HAMBcaHua NEEaMEHHbIX AfHHRIX c
NEpaMEHHLIE  DaHesie  ©  WASHTUChUKATARaM HASHTUWKETEROM NEMMEHEHUR (npu
NPUMEHTRAN] KEHTREN=HER | HanlxegumooTy): HOHTRSALRGIT
(MASHTUGYRLADHAE) aKak (KW3), rmodamukeri I (MABHTU(DWRALMOKHONS)  auaka  (KM3),  wharw
HASHTUIMKILMOHHLIR KOMED Toprosod edulyubl | FeSanuHore MATHTHEIMKSLMOHHOTD  HaMapE
«KMn,  UHAMBMAYANLHER CEpUAHEIA - momep | ToproRod EAMHMLW KT8, WY MHLMBLaYankHars
BrezinoR (netpetiuTenscraf) ynakossy «CH: s, CEPUAHOrD HOMBRS BTOPUHHOR {neTpetrTansckan)
yrakonky ¢CH:s,
Storage / Stere in the priginal package. At a semperatore not Stam in the onginal pacxage, At a tamparature not
XpaHaHue above 25°C, / above 25°C, [/

B opurunanskoll ynakanxe. Mou TEMNEPaTYDE He
awiue 25 4G,

B cpurinanukon ynakeaxe. Mpd Teuneparype wa

Shelf-life [
Cpox
TOAHGETH

5 years. / 5 ner

|

S years. / 5 Het,

BeilE 25 °C,

* Tha quelity control of tests for Disintagrzion
natien for finlshed product relsase
requirsments of the Europazn Pharmacozosia or |
Faderaticn, the tests may be parformed In accard
BINYCKOWME KOHTRONS KaqocTaa no nokaaaten
OfHOPOAHOETs J03KPEHENAA (Kantss u Danues

Microblal examli

from manufacturing

Time, Less on drying, Unifermity of Dasege Units (ren and folic acid) and
siles are carried out in accordance with the

n houss methed, During the quality contral of the produet In Ryssian
ance wilh the relevant menographs of Russian Pharmacopoeia, /

A Pacnanaemocts, Nateps B Macas NpY BLICYLLIMERHWM,

38 KUCN0TA) it Muskpalanor-ackas uucToTa Ann Beinycys roTeesra

AROLYKTE Ha NPBANAMATHH-UITOTORMTENS NPOBOSUTCA 3 EOOTRETETHUA & TpefceaHUsIMU Edponeickol Gapuasensy uny

MOTOAKKOA NPOMABoSUTENR. 110K KOHTRONS kiks
FAAHHB NOXR3aTaNEE o COCTRETCTRHM & coo‘.—;:rcr;ymu.muw MO

*! Microblal examinstian Gat
enalysis for finishod madiein

<758 MDENERETa B Jocoubokod Yagepalim LONYCKARTCH anpasenanuae
pacsummy [ Pab,

Bgery A Gontral of the prameler is rot rating and could be absent I the cortificate of
Al product. Frequeney of cantral Is establishad by the manufacturer's technics!

cecumeniation, / MukpoBuonoruiaskss uncnanosalie Kararapus I4° KORTRSNL no JaHHOMY AOKSZ3TEM HE RONRETCA

PYTiHHBIM W MONET OTCYTETAGRETL B capT!

ACKYMENTALMER NPRANEMATHR-KITCTOBW enR,

"l Accaptance valus with 10 tablats, If
dene, The telerance sftar 30 measura
1 (M= reference value according to P
nokazaTans na 10 Tadaerox = 15%,

WEMKETE SHANE, HACTO R KOHTROAY YOTaHEaNKEACTER TexHMYECKO A

tha acceptence valua after 10 teblats = 15,0 %, than additional 20 measuremants are
ments is = 15.0 % and the doviation of individus! masses has a tolerance from = 0.25
h. Eur) / Keacbdvumanr nouevnesecr npoaepaeTer ua 10 Tabnetiae. Ecnu

79 BRINQNREKTCR GONCAHrTanLYLE 20 BIMepeHui. Honyulakme nacne 30

MEMAHEHH COCTRINAST = 15%, oTRASHENHE UHEABWAYENLHEN SHaVEHAR He Bongs 0,28M (M = PEEEpaHTHOR JHaYaHUYE B
coarseTcTeuy ¢ Enp @)

* Aceeptancs value with 10 tabl
dene, The tolara

ets. If the acceptanes value afar 10 tahlets = 15.0 %, than additional 20 messuremants are
nee aftar 30 measursments is £ 15.0 % 2nd tne deviation of Individud! contents has a tolerance fram =

0.25 M (M= raference valus according 10 PR EUr ), / KosdidieuuarT RoKesreMocTy NPEBEpRETCA HE 10 TafneTkax. Ecnu

nokalaTans He 10 Tabnatkax = 15%, 7o BrnenKsKTER Son
nameneHul coctranser £ 15%, & oTHNOHEHUE CORSDREH
= 0.25 M (M = petieporTHOR 3HRUBNME B Cootaeronu &

05-12-2024 10:55

Egp.®.),

Vitar {International] Ing,, Rechenstrassa 37, 9014 56, Gallan, Switzerland

ArHATEr sHEe 20 uasepaHui, Jonywesue nacne 30 =
A ONHERS KECNOTE 8T HOMUANEHONS SHEUEHUA ACTRHE Surrs
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANUZA PHARMA
Article numbar / Homep rpoayers: 1001388
Mame of preduct / Toprosoe Hausakoaa-ue: Maltoler® Fol / ManuTodsp® don
Impading eounlry / Ctpada nastasku Russia / Pocoun
Packace size and type / Pazven W vun ynaxoskw; 30 talets in biisters (carton boxes)/ 30 TabneTok B
GAkeTEpaX (NA4KA KBRTOHHE)
Batch number / Homep copiu: NAC 11301
Data of manufactura / Jata npekasoacTsa; 05-08-2024
Explry date / Cpok readoeru: 0B-2025

lona tran (I): Parameler is not carviad ot during batch raleass, is nat lncluded in the cartficats of analysls / is manitorad
by the manulacturer for the shelf life enly. Shellife limits: < 1000 PAM [ KOHTPONS MO AZHHOMY NOKAIATENIE NPY BRyEKe
CEPUU HE NROBCHUTLS, NOKAISTENE OTCYTCTRYST B CEpTUEIMKATE 218N45T NOOU2E0ANTENS, [|OXEIETENS HOPMWPOEEH
TONGKS HBE MOMENT QKOHUEHAR CRUKA FOSXBETH AGKBNCTBEAHHETS ngenapara = 1000 pam.

Notes: GPC=Gal permieation chrametwgraphy; Bur, Pl = Europaarn Prarmacopeala; Ru. Ph, = Russian
Pharmacopo#ia, { (TIX (B3MX)=rone-npasukaiiias xpasarorpadbu] Eep. fagy, = Eaponedckan SapMakonas
AsAoToyOWETE Waganus; S Ph e lecyrapcTeansas Papyakones Pocorickoi Dagepayuy.

We herewith certify Inat the product has been analyzed in accordanss with the GMP-ragulations acearding to the
#pproved specificationz and normative documertation M ND11882/05-150124 /

HacTorLuM nopTaepxaaes, Y7o MPOAYKT Bain NPOTEETMPOBEH B COOTRETCTEUM & ToeSosarusnn GMP 1 cooTasTeTayeT
YTESDRAERHOR CNeUUIHRAL Y 1 SepHaTaEns] Hokymerragau N NOTT1E82/01-150124.

In the cz=o of cistrepancios or doubt between the English and Russian language, the English version shall be binding, / B
CIyHE8 BOIHUKHORGHUR pacxomaaHui Aulo HERCHOCTER MEWIY BHIMUACKAM W DYCCRUM TEKSTAMY, HMMACKaS AEPCUS
WMBET NpHOpKTET,

Batch reloase/Brinyek capuu

Qualified Porson/Delagate
YronHoMeueikDa nuya: (Jor. 7. Wilimann [T Dr. J. Sernarding

[ FDr. M. Schirer ] M Pharm, 5. Paclilo

Camments/ NIA | He npumaniso
KommMenTapuu: i
Yos | Qa O -
/
Date/flata:
4 g, . oo
Signature/Mognuce:
i
i

05-12.2024 10:55 Vifor {Intatnational) Ine., Rachengirasse 37, 8342 5 Gallan, Switzerland Paga&/&




pharrma business solullons

o T i i g R
Na 2300744-3n2500807 om 20.03.2025 D Pocsppasseazopa; b -r{‘;{; w e_ll.kj
e B T
NOATBEPXLOEHWE COOTBETCTEWUA LA e A
CepWUM/NapTHK NeKapcTBERROMO NPENapaTa ANA MOAMUKHCKOTO NPUMMEHEHHA
TpeBoBaHuAM, YCTAHOBNEHHBIM NPH B0 FOCYAAPCTEEHHORA PErHCTPaLWK

AximonapHoe oSwecTro «OPDEs (117556, r. Mocksa, yn. ©pykTosas, 4. 3a, komHaTa npasnanus, OFPH
1027739451410) nogTeepmaaeT, YTO NEKANCTAEHHEIR Npenapat:

P
2R

]

Topronoe HauMeHoRaHKE, Mansmadhep® @on, mabhemku KeaameansHsie, 100 Mz + 0.35 m2, 10 [
NEXapcTEEHHAR opMa, wm., Grucmepst (3), nasxky KaPMoHHbIE
A03WDOBKA, HOPMA BRINYCKS
MiH Meneaa (IIl) zudpokcud nonusmansme3aam + Maprus (ynak) | 18984
ToAuasas Kucnoma
Cepua NACT1301 ] Hata seinycka 06.08.2024 logeH ao 08.2029
PY N NQT1982/01 am 11.10.2011 HA TNOT1982/01-150124
(Gama ocbopmnenus 15.01.2024)
HaWMEHOBEHUE W CTPEHA Bughop (MumepHawnn) Frx., tWeeluspus
nepxatenn PY
HaumeHoRaHue v agpec MNpoUIBOACTBC raTORCH NEX. (PORPME!, NEPEUYHAR Y BTOPUYHESA yNakoaka:
NPOMIBOANTENS Kopdew @apma @puGyp CA, Weedyapua

Route de Moncor 10, 1752 Villars-sur-Glane, Switzerland

Brinyckaiowmi kosTponk kadactea: Buchop (Mrmepxaumrn) HHi.,
lseduapus

Rechenstrasse 37, 8014 St.Gallen,_Switzerand

HB DCHOBEHWY:
CEPTHCMKETE BHANWIA NpouasaguTans Ne 64 om 1012 2024

BHANW3A ADKYMEHTEUMM Ha nocraenmemsl® 117 W oUusHEM coCTEETCTEMA no nokazatensm HL «Onucanues,
«Ynakoskay, «Mapruposkay

COOTBETCTEYET TpeDoBaHWAM, YCTAHOBNEHHBIM NpK Sr0 TOCYASPCTEEMHOR DEFUCTRALMA W NpUHUMAEsT
pelieHne © BBOAE NEKAPCTERHHOrO NPENapaTa B rpakaaHckul oBopoT Ha Tepputopu PoccuAckoh
Depepaunn,

CooTBETCTEWE NOATESPHASHD.
/
/

HauansHik 0TASNE CEpTUgIMKELMNA ‘ ' /Komearukos MLAL

PaapeluseTca BROA B rpamigHCkui obopoT.

HauansHKk oTgens kayscTaa k e R fE:ﬂr-ElTbIPBﬁa KB

ORFE AD
ul. Kantemiovskaya 58 Tel#T {435) 2340401 /03 orfeeo@orfary
11547 ¢ Moscov, Rusoiu Fan, +7 (845) 2349748 wWyawtieoru




