TEKJIAPAIIUSI O COOTBETCTBUU

AEKJIAPAHT, IPHHUMAIOLUIWI JEKJIAPALIMIO O COOTBETCTBUU

00Q0 "3rHC-PyC"

Ceedenus o pezucmpayuu opzanuzayuu: Mesicpaiionnan uncnexyus ®edepansnoii nanozogoti cayachvr Ne 46 no
2. Mocree 12.04.2007, OI'PH 5077746558160, dama mpuceoenus OFPH 12.04.2007,

Adpec. 121108, 2. Mocksa,yn. Heana ®parko ,0.8. Teneghon:8(495)223-01-04, paxc:8(495)223-01-50

B nuye: I'enepansneni dupexmop Suopenvu Tamaw

Hoesepennoe nuyo: 3unuenxo H.C., dosepenrnocmo P-014 om 14.05.2018 2.

3ASBJIAET, YTO

nexkapcmeenroe cpedcmeo: Qonayun, mabnemxu 5 Mz 10 wm., ynaxosku auetixoevie KOHmypHele (3), nauku
kapmonnvie, PY Ne JIC-001513 om 10.08.2010 (dama 3amens: 19.03.201 8) evroano 340 "®apmayesmuneckuii
3a600 SI'HC", cepus 518, napmus 20425 ynaxosox, zoden do 04.09.2021, npouseodcmea AJ[PAH-TATEHCKH
JIABOPATOPHH a.o., Xopsamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia,
ko0 OKIT/[2 21.20.10.133, koo TH B3] 2936290009, xkoumpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic
MNe 5451678 om 12.12.2018

COOTBETCTBYET TPEBOBAHUSAM

JIC-001513-190318

JAEKJIAPALIASI IPHHATA HA OCHOBAHUU

cepmuguxam ananusa npouseodumens 0782/18 om 10.12.2018, Cepmucpuxam coomeememeus cucmenmsi
MeHedscmenma kavecmea 6 Cucmeme dobposonsoii cepmugpuxayuu FOCT P Ne POCC HR.HD99.K, 00023,
cpox Oesicmsus ¢ 12.09.2018 2. do 12.09.202] 2., 000 "Oxpyoicnoti yenmp xoumpona xasecmea”, Poccus,
115280, 2. Mockea, yn. Macmepxoea, 9. 4, sm. 5, nom. 1, xom. 1

d51 NEKJIAPALTAH 20.12.2018

ALL \w CTBHTEJILH/AQ)O 04.09.2021

3uHyenko H.C.
HCh $.H.0

[/

CBEJEHMS O PETUCTPAIIUU

OPTAH I10 CEPTHOUKAIINH, 3APETMCTPUPOBABILHIA JAEKJIAPAITHIO

RA.RU.11 ®M08 OPI'AH I1O CEPTH®HKALIHH ITPONYKLIHH OBH[ECTBO C Or'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJIS KAYECTBA I

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmeproea, d. 4, sm. S, nom. 1, xom. 1, adpec opeana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, se6-
caim: oyxk.pe.

AEKJIAPALIMA O COOTBETCTBUM 3APETHCTPHPOBAHA M POCC RU A-HR.DM08.B. 11230/18

«Oddblaon  \6 / w/
YeHTp koTpons |~ M (Ll Hunenxo U.B.

MOAMUCH Pykoroputens OC




Product name; FOLACIN tablets 5 mg
Hazsanue npenapara: D®ONAUMNH TabneTtku 5 mMr

Series: 518
Cepusi: 518
Manufacturing date: 04.09.2018.
Hata npoussoacTea: 04.09.2018.
Best before: 04.09.2021,
logew go: 04.09.2021.
Date of analisys: 25.10.2018.
fAata ananuza: 25.10.2018.
CERTIFICATE N2 0782/ 18
CEPTUDUKAT NS 0782/ 18
PARAMETERS REQUIREMENT RESULTS
MNAPAMETPbI TPEBOBAHWSA PE3Y/bTATHI
CHARACTERS Round, piane-cylindrical yellow tabiets, with insignificant complies
mottied, presence of orange impregnations acceptably,
with facets and break line on cne surface, odorless.
ONWCAHMUE Kpyrisie nnocKoUMNUHAPUYECKUe TabneTku XenToro COOTBETCTBYET
UBETa C HE3HAYMTENLHOW MPaMOPHOCTBIO, AOMNYCKaaTCs
Hanu4yne BKPanNeHWi OpaHXeBoro UBeeTa, ¢ Gackom 1
PUCKOM Ha CAHOW CTOpOHe, He3 3anaxa.
IDENTIFICATION
HPLC Retention time of the main peak in the chromatogram of | complies
the sample solution, prepared for identification, must
comply with the retention time of the folic acid peak in
the chromatogram obtained with the reference solution.
HPLC-DAD UV-VIS spectra of the main peak in the chromatogram complies
obtained with the sample soiution, prepared for
identification, must comply with the UV-VIS spectra of
the folic acid peak in the chromatogram obtained with the
reference solution.
NOANUHHOCTL Bpems yaepxuBaHMa OCHOBHOMO NUKa Ha XpoMarorpamme COOTBETCTBYET
B2OXX MCNbITYEMOro PacTBOpa, NPUroTOBNEHHOMO Ana
KONWYECTBEHHOIO ONpeaeneHns, AOMKHO COOTBETCTBOBATL
BDEMEHW YALDKUBAHWA NUKa DONNEBOH KUCACTbI Ha
XpoOMaTOrpaMMe pacTBopa craHAapTHoro obpasa donvesol
KUCNOThL.
B3XX/Y®-cnexTpodoToMeTpus Y®-cnekTp, CHATLIA B BEPUIMHE OCHOBHOMG fMKa Ha COOTBETCTBYET
{AvoAHO-MATPUYHEINR feTexTop) XpOMaTorpaMMe UCrbITYEMGIO PacTBOPa, NPUroTOBNEHHGIO
ANa KONWYECTBEHHOMO ONPEAENEHUS, NOMKEH
COOT8ETCTBOBATL YO-CNEKTPY, CHATOMY B BEPLWWHE NWKa
Ha xpoMaTtorpamMMe CTaHAapTHOro pacTecpa obpasa
donnesoin KMCNOTsI.
Not less than 75 % (Q) from deciared content in 45 96.8-99.3 %

DISSOLUTION
UV-spectrophotometry

minutes

| BIHX

| Npumecs [1: He Bonee 0,6 %

PACTBOPEHME He meHee 75 % (Q) o7 3aRBNEHHOro copepKaHus uepes 96,8-99,3 %
Y®-cnexkrpootomeTpua 45 MUHYT
RELATED SUBSTANCES Impurity A: not-more than 2,0% 0,4 %
HPLC Impurity D: not more than 0,6% <0,1.. %
4-aminobenzoic acid: not more than 0,5% <0,02 %
Individual content of unspecified impurities:
not more than 0,5% .2 /7%
Total impurities: not more than 2,5% 8.6 /9/80
NOCTOPOHHKUE MNPUMECH Mpumecs A: He Bonee 2,0 % 040 %
<0,1 %
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| 4-amunoSensoiinas kucnoTa: ne donee 0,5 % | <0,02 %
EAMHUYHAS HEMABHTUDULMDOBAHHAR NPUMECS:
He Bonee 0,5 % 0,2 %
CymmMa npumeceit; He Sonee 2,5 % 06 %
UNIFORMITY OF DOSAGE UNITS According to requirements complies
| UV- spectrophotometry
OAHOPOAHOCTL AO3WPOBAHKSA B cooTseTcTBUM C TReGOBAHUSMK COOTBETCTBYET
Y®©-cnexkTpodotomeTpus i
MICROBIOLOGICAL According to requirements of State Pharmaccpoeia XIII complies
PURITY* {category 3A)
MUKPOBWONOIMMYECKAS B cooTtBeTcTBMK ¢ TREBosanuamm T XIII, COOTBETCTBYET
YUCTOTA* (kaTeropusa 3 A)
ASSAY OF From 4,50 mg to 5,50 mg of folic acid in tabiet 4,86 mg
ACIDUM FOLICUM (from 90,0 to 110,0% of declared content)
HPLC
KONMMYECTBEHHOE ONPEAENEHME | OT 4,50 Mr ao 5,50 mr donunesoi kucnoTel 8 TabneTke 4,86 Mr
BIXX (071 90,0 a0 110,0% OT 3a8BNEHHOIrO COASPMAHWA)
PACKING 10 tablets in PVC/AI blister, complies
One, two or three blisters are piaced together with leaflet
in a cardboard box
YNAKOBKA Mo 10 raénetok 8 NBX/An 6nucrep. COOTBETCTBYET
QanH, 4Ba nnv Tpy BNUCTEPA NOMELIAIT BMECTE ¢
UHCTRYKUMEN NO NPUMEHEHUIO B KAPTOHHYIO MNayxy
MARKING In accordance with ND requirements complies
MAPKHPOBKA B cootBeTcTBUM C Tpebosanunamm HA COOTBETCTBYET
STORAGE CONDITIONS At temperature up to 25°C complies
YCIOBUSA XPAHEHWA Mpu TemMnepaType He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 3 years complies
CPOK rogHoCTH 3 roaa COOTBETCTBYET

* He agnaertca o6A3aTeNbHbIM NOKA3aTENEM M MOKET OTCYTCTBOBATH B cepTudmnKkaTe aHanusa, NokasaTenes
KOHTDONMMPYETCS Ha KaXAon 10-04 cepuun. KayecTso no 4aHHOMY NOKA3aTeN0 rapaHTUpyeT Npou3BoanTens.

* Not mandatory parametar and may be absent in the certificate of analysis. The parameter is controlled on every 10
series. The quality of this parameter is guaranteed by the manufacturer.

This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms

to producing requirments.
Harinas cepus Gbina NpPoBEpeHa no BceM roKasartensm, NpeaycMoTPEHHbIM HopmaTusHoH JOKyMeHTa e
M NONHOCTEH0 COOTBETCTBYET NPEAbSEAAEMbIM TPEEOBHNAM.

Qualified Person
Valentina Stuli¢
KBanugpuumposasHoe nuuo
Valentina Stuli¢

gl &3
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