AEKJIAPAITHS O COOTBETCTBUU

JAEKJIAPAHT, IIPHHUM AYOLI{UTL AEKJIAPALIHMIO O COOTBETCTBHH

000 "3rHC-PyC"

Ceedenun o pezucmpayuu opearusayuu: Mexcpaiionnan uncnexyus Pedepansroii nanozoeoii cayaxnchbur Ne 46 no
2. Mockee 12.04.2007, OI'PH 5 077746558160, oama hpuceoenus OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yn. Heana Ppanko ,0.8. Tenepon:8(495)223-01 -04,paxc:8(495)223-01-50

B nuye: I'enepanousiii oupexmop Cupyucko O.B.

Hoeepennoe nuyo: 3unvenxo H.C,, oosepennocms P-014 om 14.05.2018 ¢,

Aekapemeentoe cpedcmeo: Qonayum, mabremiu 3 m2 10 wm., ynaxosxu aueiixogsie Koumyprsie (3), nauxu
kapmonneie, PY Ne JIC-001513 om 10.08.2010 (Oama samenvr 19.03.2018) emdano 340 "Dapmayesmuveckuii
3a600 SI'HC", cepua 010, hapmus 20424 ynaxoeox, 200en do 30,11 2021, npouseodcmea ANPAH-TATTEHCKH
JIABOPATOPHH a.0., Xopsamus, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia
k00 OKIIN2 21.20.10.133, xod TH B3] 2936290009, koumpaxm Ne RUS 1/08.11.2013 om 08.11.2013, unsoiic
Ne 5452004 om 20.02.2019

COOTBETCTBYET TPEBOBAHHWSAM

JIC-001513-190318

AEKJIAPALTMS ITPUHATA HA OCHOBAHHH

cepmugpuxam ananusa npouseodumens 1051/ 180om 11.02.2019, Cepmudgpuxam coomeememeus cucmems

| | MeHeddcmenma kavecmaa 6 Cucmeme 006posonsHoii cepmughurayuu FOCT P Neo POCC HR.H®D99.K00023,
| cpox deticmeus ¢ 12.09.2018 2. 00 12.09.2021 2., 000 "Oxpyacnoii yenmp xonmpoas kavecmea", Poccus,
115280, 2. Mocxea, ya. Macmepxosa, 9, 4, 5m. 5, nom. I, xom. |

ﬁ? 3undenxo H.C,
HWB d.HU.0

CBEJIEHUS O PETHCTPAIIHH

OPT'AH IO CEPTHOHKALIUH, 3APEI'MCTPUPOBABII NI AEKJIAPAITUIO

RA.RU.11 OMO8 OPT4H ITO CEPTHOHKAIIHH ITPONVKI[HH OBIECTBO C Ol PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOMH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2 Mockea, yn. Macmepxosa, 0. 4, am, 3, nom. 1, kom. 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20pod Mocxaa, ya. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ge6-
caim: oyxrx.pe.

JAEKJTAPALIUSI O COOTBETCTBHH 3APETMCTPHPOBAHA M POCC RU A-HR.®MO8.B.17942/19
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| 4-aMUHOBEH30MHES KucnoTa He Bonee 0,5 %
Eantununas HEMABHTUDULMPOBaHHAs NpuMecs:
He Gonee Q0,5 %

CYMMa ripumeceii: He Bonee 2,5 %
According to requirements

<0,02 %

UNIFORMITY OF DOSAGE UNITS

N

complies
uv- spectrophotometry
OAHOPOAHOCTL AC3UPOBAHKS B cooTteBeTCcTRMM TpebosaHuaMuy COOTBETCTBYET
m@m%w.__ i e
MICROBIOLOGICAL According to requirements of State Pharmacopoeia X111 complies
PURITY* (category 3A)
MHKPOSMOHOI’M‘{ECKAH | B cooTBeTCTRMM C TpeGoBanuamu o XIII, COOTBRETCTBYET
HYUCTOTA* | (xaTeropus 3 A)
ASSAY OF | From 4,50 mg to 5,50 mg of folic acid in tablet 4,92 mg
ACIDUM FOLICUM | (from 90,0 to 110,0% of declared content)
HPLC ]
KONWYECTBEHHOE ONPEAENEHUE { O7 4,50 Mr go 5,50 mr PONMEBOH KUCAOTh! B Tabnerxe 4,92 mr
B3IXX | {01 90,0 80 110,0% oF 38ABIIEHHOTO COAEDXaHUS)
PACKING | 10 tablets in PVC/Al blister, cemplies
| One, two or three blisters are placed together with leaflet
i in & cardboard box
YNAKOBKA Mo 10 Tabnetok 8 NBX/AnR Gnucrep. COOTBETCTBYET
OnuH, nBa wnu Tpu 6nucrepa nomewarT BMecte c
UHCTPYKUVER NO NpUMeHeHunio 8 KaPTOHHYIO nauvky
MARKING In accordance with ND requirements complies
MAPKUPORKA B coorBeTtcTanm ¢ TpesSoBaHuamMu H COOTBETCTBYET
STORAGE CONDITIONS At temperature up to 250C complies
| YCNOBUSA XPAHEHUS flpu TeMnepatype He Bbille 250C cooTBeTCTRYeT
SHELF LIFE 3 years complies
CPOK rogHoOCTH 3 ropa COOTBETCTBYET

* He sBnsercs obssatensHbim [OKA3aTeNEM U MOXET OTCYTCTBOBATL B ceprudukate aHanmsa. Mokasatens
KOHTDOAUPYETCH Ha Kaxaoh 10-oi cepun, Kavecrso no AaHHOMY nokasaTenio rapaHTHPYeET NpousBoanTens.,

* 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 reqguirments.

Harnas cepus 6oina poBepera no scem TOK33aTE/IAM, NPEAYCMOTDEHHBIM Hopmarusrosn Aoxymenraymes
M NIONHOCTLIO cooTBeTCTBYeT NpeabABASeMbiM TpEBOEaHNAM.

Qualified Person
Valentina Stuli¢
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Product name:

Ha3Banue npenaparta.

FOLACIN tablets 5 mg
DONALMNH Tabnetku 5 Mr

Series: 010
Cepus: 010
Manufacturing date: 27.11.2018.
[lata npou3BoACTBa: 27.11.2018.
Best before: 30.11.2021.
lopeH ao: 30.11.2021.
Date of analisys: 30.01.2016.
[aTa aHanusa: 30.01.2019,
CERTIFICATE Ne 1051/ 18
CEPTUDUKAT N2 1051/ 18
r PARAMETERS REQUIREMENT RESULTS
- NAPAMETPbI TPEBEOBAHWUA PE3Y/NbTATH!
CHARACTERS Round, plane-cylindrical yellow tablets, with insignificant complies
mottled, presence of orange impregnations acceptably,
with facets and break line on one surface, odorless.
ONUCAHUE Kpyribie nnockounnmHapuyeckue TabneTku Xentoro cooTBETCTBYET
LBETa C HE3HAYUTE/IbHOW MPaMOPHOCTBIO, AOMNYyCKaeTcs
HanUuWe BKpanneHuin opaHxesorc usera, c ackoin 1
DUCKOW Ha OAHOM 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 cbtained with the reference solution.
HPLC-DAD UV-VIS spectra of the main peak in the chromatogram complies
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.
NMOANIMHHOCTDb Bpems yAepXusaHus OCHOBHOMO NUKE Ha xpomaTtorpaMme COOTBETCTBYET
BIXX WCTBITYEMOro PacTBOpa, NPUroTOBNEHHOID Ana
KONWYECTBEHHOrO ONPEASNeHns, AOIKHO COOTBETCTBOBATL
BDEMEHU YABPXKWBAHWUA NUKa hoNUeBOR KMCNOTbI Ha
XpoMaTtorpaMme pacrsopa cranpapTHoro obpasa donueBor
KUCNoTbl.
BIXX/YD-cnekTpohoTOMETPUA l Yd-CcnekTp, CHATLIA B BepliMHe OCHOBHOMO nuKa Ha COQTBETCTBYET
(AVOAHO-MaTPUYHEIR [eTexkTop) XPOMaTorpaMMe WCrbLITYEMOro pacTBopa, NPUIOTOBNEHHCIO
N3 KOMMYECTBEHHOrD onpeaeneHus, AOMKEH
COOTBETCTBOBATL YD-CNeKTpy, CHATOMY B BEDUIWHE KA
Ha xpoMaTorpaMMme CTaHAapTHOrD PacTBopa obBpasa
(ONUEBOWA KUCNCTEL,
DISSOLUTION Not less than 75 % (Q) from declared content in 45 96.8-98.8 %
UV-spectrophotometry ' minutes
PACTBOPEHUE He meHee 75 % (Q) OT 3aABNEHHOMO COAEPHAHWA yepes 96,8-98,8 %
Y®-cnekTpooTOMETDUR 45 MUHYT
RELATED SUBSTANCES 5‘ Impurity A: not mere than 2,0% 0,4 %
HPLC | Impurity D: not more than 0,6% <0,1 %
i 4-aminobenzoic acid: not more than 0,5% <0,02 %
| Individual content of unspecified impurities:
| not more than 0,5% 02 %
| Total impurities: not more than 2,5% 0,7 %
NOCTOPOHHUWE NPUMECH & Npumecs A: He 6onee 2,0 % 04 %
BIXX | Npumeck A: He bonee 0,6 % <0,1 %
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