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| (EKJAPAILIS O COOTBETCTBHH |

JIEKJIAPAHT, ﬂPﬂHﬂMAIO]ILHﬁ ,HEKJIAPAL[HIO (0] COOTBETCTBUH ‘ \
000 "ITUC-PY: "

CeedeHus 0 pecucmpayuu opanusayu. MeoicpatioHHas uHCnexyus dedepanbioil nan02060% cayxcovL Ne 46 no

» Mockee 12.04.2007, OTPH 5077746558160, dama npuceoeHis OI'PH 12.04.2007.

Aopec: 121108, 2. Mockea,yr. Heana Opanko ,0.8. Teﬂedyon.'8(495)223-0I-O4,¢axc:8(495)223-01-50 \
B nuye: enepanvhoiii OUpexmop Kuwnumog Meuucaas Ckyn

Jlogepennoe 1uyo: 3UHIEHKO H.C., dosepennocmy P-014 om 14.05.2018 2.

3ASIBJSET, UTO

JNEKAPCMBEHHOE cpedcmeo: Ponayun, matnemxu 5 m2 10 wm., ynaxosxu ayelikogbie KOHMYPHbLE (3), nauxu

xapmonnwie, PY Ne JIC-001513 om 10. 08.2010 (dama 3ameHbl 19.03.2018) awioaro 340 "@apmayeemuyeckull

sagod ITHC", cepua 052, napmus 20484 ynaxogok, 200eH do 31.03.2022, npouseodcmea SATPAH-TAJIEHCKH

| JIABOPATOPHH a.o., Xopsamus, JADRAN-GALENSKI JABORATORLJ d.d., Svilno 20, 51000 Rijeka, Croatia,

\ xod OKIII2 21.20.10.133, ko0 TH B3/ 2936290009, konmpakm M RUS 1/08. 11.2013 om 08.11.2013, UHBOUC
No 5452688 om 19. 06.2019

COOTBETCTBYET TPEFOBAHMSIM \

JIC-001513-190318

NEKJAPALIMS TPUHSTA HA OCHOBAHHHU

cepmugpuram anaiuza npOU3EOOUMens 0236/19 om 13.06.2019, Cepmucpurcanm COOMBEMCMEUS CUCMEMbl

L “ enedocmenma xavecmea 8 Cucmeme dobposonbHOU cepmugpuxayuu I’ OCT P Ne POCC HR.H®99.K00023,
| cpox Oelicmewi ¢ 12.09.2018 2. 00 12.09.2021 2, 000 "OKpyscHOU yenmp KORMPOiR xavecmea”, Poccus,

115280, 2. Mocxea, yi. Macmeprosa, 0. 4, am. 5 nom. I, kom. 1

— e ——————

X AEKJIAPALIAH 27.06.2019
UNICTBUTEJIBHA 10 371.03.2022

C ueemenc. |
o ®NO - J\
CBEJIEHHSI O PETUCTPALIUH \

OPTAH 10 CEPTHO®HUKAIIUH, 3APEFI/1CTPHPOBABIIIPII7I JIEKJIAPALTUIO

RA.RU. 11®M08 OPIAH ITO CEPTHOUKALIHH 11PO] VKLHH OBLIECTBO C OIPAHHYEHHOH

1 OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOH TPOJIA KAYECTBA", \
adpec op2anu3ayuu. 115280, 2. Mocxkea, ya. Macmepxoga, o. 4, am. 5, nom. I, Kom. 1, adpec opeana no ‘

- POCCH/E-2opod-Mocwsa, yi-MaCTEpros -WW%@&—*\”A

caiim: oyKkK.peh.
JEKJIAP. 1S O COOTBETCTBUH 3APECTACTPHPOBAHA Mo POCC RU [I-HR. ®OM08.B.28428/19

Kauau E.B.
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Product name:
HassaHuwe npenapara:

FOLACIN tablets 5 mg
®ONALUMNH Tabnetiku 5 Mr

Series: 052
Cepus: 052
Manufacturing date: 22.03.2019.
[aTta npou3BoAcCTBa: 22.03.2019.
Best before: 31.03.2022.
[ogeH Oo: 31.03.2022.
Date of analisys: 10.06.2019.
[ata aHanusa: 10.06.2019.
CERTIFICATE Ne 0236/ 19
CEPTUOUKAT Ne 0236/ 19
PARAMETERS REQUIREMENT RESULTS
NAPAMETPbI TPEBOBAHWSA PE3YNLTATHI
CHARACTERS Round, plane-cylindrical yellow tablets, with insignificant complies
mottled, presence of orange impregnations acceptably,
with facets and break line on one surface, odorless.
ONMUCAHUE Kpyrnbie MNOCKOLNARAPHHECKUE TabNETKK HeNToro | cooTBETCTBYET
ugera c HEe3HAUWTENBHOM MPAMOPHOCTBIO, [ONYCKAETCR
HanUMumMe BKPanieHuii Oparxesoro ygeTa, ¢ Packon 1
DUCKDHA HE OAHOR CTOpOHE, He3 3anaxa. 4
IDENTIFICATION 0 i |
HPLC Retention time of the main peak in the chromatogram of complies ;
the sample sclution, 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 compiies
obtained with the sample solution, prepared for
identification, must comply with the UV-VIS spectra of
the folic acid peak in the chromatogram obtained with the
reference solution.
NOAAUHHOCTb Bpems Y/epXuBaHus OCHOBHOM nWKa Ha xpomarorpamMmme COOTBETCTBYET
BIXX WCMBITYEMOro PacTeopa, NpPYroToBNEHHOrO ANa
KONUUECTBEHHOMO onpeaeneHus, Ao/HKHO COOTBETCTBOBATL
BpeMEHM yASPKUBAHNA nuKa QONUEBOA KUCNOTb! Ha
Xpomatorpamme pacrsopa cranpapTHoro ofpa3sa ponveBon
KWCNOTbI.
BIWX/YD-cnexTpooTOMeTPUA Y®-creKTp, CHATbIA B BEPUINMHE OCHOBHOMO NUKa Ha COOTBETCTBYET
{AMOAHO-METPUHHBIA aeTexkTop) XPOMATOrpaMMe UCMeITYeMOoro pacTeopa, NPUroTOBNEHHOTO
ANa KONWMUECTBEHHOTO ONPeAeneHus, AONKEH
cooTeeTCTBOBaTL YP-CNekTpy, CHATOMY B BEpLUMHE NKKa |
Ha XxpOMaTorpaMMe CTaHAapTHOMO pacTeopa obpa3a }
HONUeEBOA KUCIOThI -
DISSOLUTION TNot less than 75 % (Q) from declared content in 45 93.6-105.0 %
UV-spectrophotometry l‘ minutes
i %
PACTBOPEHUE He Mexee 75 % (Q) OT 3a8ABNEHHONO copepXaHusa Yyepes 93,6-105,0 % g
Y@-CnekTpodoToMeT DA 45 MUHYT |
RELATED SUBSTANCES Impurity A: not more than 2,0% 0,4 %
HPLC Impurity D: not more than 0,6% 0,2 %
4-aminobenzoic acid: not more than 0,5% n.d.
Individual content of unspecified impurities: 0,2 % |
not more than 0,5% 09 %
Total impurities: not mere than 2,5%
NOCTOPOHHUE NPUMECHK Npumecs A: He Gonee 2,0 % 04 %
BIWX Npumecs [ e Gonee 0,6 % 0,2 %
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UV- spectrophotometry

OAHOPOAHOCTb LO3WPOBAHWA
YO-crnekTpodoTOMETPUA

B cOOTBETCTBUM C TPEBOBAHUAMM

T 4-amunobeHsonHas Knonota: He Gonee 0,5 % n.d.
EauHUYHaR HengeHTubuunpoBaHHas npuMecs:
xe Gonee 0,5 % 0,2 %
CyMMa MpUMecein: He ponee 2,5 % 09 %
UNIFORMITY OF DOSAGE UNITS According to requirements complies

CoOTBETCIBYET

MICROBIOLOGICAL According to requirements of State Pharmacopoeia XIII complies
PURITY* {category 3A)
MUKPOBUONOIMHECKASA B cooTBeTCTBAM C TpeGosaruamu M0 XIII, COOTBETCTBYET
YUCTOTA* (kaTeropus 3 A)
ASSAY OF From 4,50 mg to 5,50 mg of folic acid in tablet 4,99 mg
ACIDUM FOLICUM (from 90,0 to 110,0% of declared content)
HPLC
KONWYECTBEHHOE ONPEAENEHUE Ot 4,50 Mr Ao 5,50 Mr HONUEBOR KMCNOThI B Tabnerke 4,99 Mr
BIXKX (ot 90,0 a0 110,0% o1 3aBNEHHOIO COAEDKaHNA)
PACKING 10 tablets in PVC/AI blister. complies
One, two or three blisters are placed together with leaflet
in a cardboard box
YNAKOBKA Mo 10 ta6netok B MNBX/An dnucTep. COOTBETCTBYET
OawH, ABa Wiy TpM BAMCTEpa NOMELAKT BMECTe C
MHCTDYKUMENR N0 MPUMEHEHWIO B KPTOHHYIO na4Ky
MARKING In accordance with ND requirements complies
MAPKWPOBKA B cOOTBETCTBUM C TpeboparnaMin HO COOTBETCTBYET
STORAGE CONDITIONS At temperature up to 25°C complies
YCNOBKUA XPAHEHWA Mpu TemnepaType He BbilE 25°C COOTBETCTBYET
SHELF LIFE 3 years complies
CPOK rQAHOCTHU 3 rona COOTBETCTBYET

* He agnserTcs o6n3aTenbHbIM NOKA3aTeNEM U MOXET QTCyTCTBOBaTh B cepTudmkarte ananusa. Nokasarens
KOHTPONMPYETCA Ha Kawaon 10-0i cepui. KauecTBo Mo AaHHOMY NOKa3aTenio rapaHTMpyer NpOW3BOAWUTENb.

* 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,

to producing requirments.

that are provided by Normative Documentation and fully conforms

[anHas cepus Guina NposepeHa rno BeeM OKa3aTeNAM, MPeqyCcMoTPEeHHBIM HopmMaTHeHon LHokymeHTauuei

Y MONMHOCTLIO COOTBETCTBYET rnpeaLas/IaeMbiM Tp@ﬁOBaHHHM.
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Qualified Person
Valentina Stuli¢
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