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1. OBLUAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogykumnm:
Product Name

OHTekasup CaHfo3® TabneTku, NoKpbIThble NEHoYHO o6onoykoi 0,5 mr

Ne30

MpoBepeHo Ha COOTBETCTBME C:

Checked against

NN-Ne(001622)-(Pr-RU)-190624 3HTekaeup CaHnoa® TabneTky nokpbiTble

nneHoyHon obonoukoid, 0,5 mr, 1,0 mr

Moayne Mapkuposka JTM-Ne(001622)-

(Pr-RU)-190624

Cneundmkaumua kavectsa Ha SHTekasup Cango3® Tabnetku, MOKPbITbE
nneHoyHo oGonoukoii 0,5 mr Ne30 SPEC_FDF_00080183, sepcus 9.0

BHyTpeHHui kog Homep cepun
HepacacoBaHHOM npogykumun: | 42028647 HepacthacoBaHHoi npoaykuumn| PV5755
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOO ynakoBaHHOM! Homep cepum ynakoeaHHO#
npoaykumn; 44125091 npoaykuum: P\W84401025
Product Code FDF Batch Number FDF
Harta nponsBoacTea:
Manufacturing Date 18.10.2025
. Pasmep cepuu 3a BbIYETOM
Faap copm: 5238 yn. npo6: 5225 yn,
Batch size without samples
2. NMONYYEHHLIE PE3YNbTAThI
TEST RESULTS
Ne lNMokazarenk* Meroa ucnbitaHuit / TpeboBaHue Pesynbtar
3 Parameters Analytical method / Requirement Result

BuayanbHbli
Kpyrnble  aBoskoBbinyknble — Tabnetku
1 Onucane fenoro uBeTa, MNOKPbITblE MNNEHOYHOIA

Appearance

obonoukoii, ¢ rpaBupoBkol «SZ» ¢ 0gHOM
CTOPOHbI U «108» ¢ Apyron CTOPOHLI.

Kpyrnele gBosikoBbinyknble Tabnetku
6enoro LseTa, NoKpbITble NNEHOYHON
oboroukoid, ¢ rpasmpoBkoii «SZ» ¢
OAHOW cTOopoHbl U «108» ¢ Apyroii
CTOPOHBI.

BIXKX
Bpemsa yaepxuBaHWA OCHOBHOrO nuka Ha

WpoenTtudukauma | xpomarorpamme WCNbLITYEMOro pacTeopa
2 Identification LOMKHO COOTBETCTBOBATL BpemMeHn QubrEBTRTHBY
yoepKuMBaHUA  MMKa  3HTEKaeupa  Ha
XpomaTorpaMme CTaHgapTHOMo pacTeopa.
B3HKX
3 | PacTBopehue He meHee 80% (Q) aHTekasumpa oT 98%
Dissolution 3aSBNEHHOr0 coAepXaHus yepes 30 MuH
=it NioBas eanHuYHan
PopcTBeHHbIe NMobas eanHu4YHasn
4 | npumecwm HeugeHTUULUUpoBaHHaA NPUMECh — He ;ee:ﬁugt:cgﬂuupoaauﬂaﬂ NppmRGk =
Related substances | 6onee 0,5% T - "
Cymma npumeceit — He 6onee 2,0% Cymma npumecedt — Meree 0,1%.
ORHOBCIHORTS Es)KX 15.0 (n=10), ecnn ycroBue He
[03MpoBaHUA 3 ; y

Uniformity of
dosage units

BbinonHseTcs, To AV < 15.0 (n=30), n ana
30/30
COAEpXaHvue  AeicTByroWwero

TabneTtok Konu4yecTBeHHoe

BeulecTea

AV=3,8 (n=10)
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AHanuTH4eCcKuUil NacnopT Ha roTOBYH MPOAYKLINIO
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KoHTponk KauecTtea

Quality Control
Homep nacnopra: Bepcus: 1.0
Cerﬁﬁc:t'e numberp 4-913-1025 Vergion
Ne MNMokasarens* MeTton ucnbitadui / TpebosaHue PesynbTar
Parameters Analytical method / Requirement Result
AOMKHO HaxoauTLCA B nHTepeane ot (0,75 x
M) go (1,25 x M)
KonuuecteeHHoe | BOXX
6 | onpepenexHue Ot 90,0 go 105,0% (ot 0,45 go 0,53 wr) ot | 97,1% (0,49 wr)
Assay 3asBNEHHOIO KONNYeCTBa
Mo 10 Tabnetok B Al/Al Briuctep. Mo 10 TabneTtok B AlfAl 6nuctep.
Mo 3 6nucTepa BMeCTe ¢ MHCTpykUmeld no | Mo 3 Onwuctepa BMecTe C
T — NMPUMEHEHMIO B NAYKY KAPTOHHYIO. MHCTPYKUMER MO NPUMEHEHWIO B
7 Packing MpumeyaHune: C Lenblo KOHTPONSA NepBOro | Nauky KapTOHHYI.

BCKPbITUS C ABYX CTOPOH KapTOHHON navkun
AonyckaeTtca Hanu4yue npo3paYHbixX
Hakneek.

Mpo3pauHbie HAKNERKN OTCYTCTBYIOT.

8 MapkupoBka
Labelling

Ha nepsuudHOi ynakoeke (Bnuctepe) Ha

Ha nepeu4HOl ynakoBke (6nuctepe)

PYCCKOM _A3blKe YKasblBalOT: TOproeoe
HaumeHoBaHune npenapata c
npedynpeguTenbHOW  MapkupoBkon — ®,
MexagyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHWe (Ha pYCCKOM W aHrnMncKom
A3bIKax), neKapcTBeHHYI0 copmy,
[O3MPOBKY, MNyTb BBEAEHUs, NOroTUn
Aepxarens permcTpaunoHHoro
yAOCTOBEpPEHMA, HOMEep Cepun, CpoK
rogHocT  (rogeH  Ao),  AonyckaeTcH
HaHeceHne BHYTPEHHMX KoaoB
npou3BoguTENs.

Ha BTOpMYHOIA YNnakoBke (KapTOHHOM nayke)
Ha_DPYCCKOM f3blKe YKasbiBalOT: TOprosoe
HaumeHoBaHue npenapaTta c
npegynpeavtensHoli  MapkupoBkon — ®,
MeXKayHapoaHoe HenaTeHToBaHHoe
HavMeHoBaHue (Ha pYyCCKOM W aHrnuiAcKom
A3blkax) |,  NeKapcTBEHHYW  dhopmy,
AO3MPOBKY, HAUMEHOBaHWe U cogepxaHue
nelicTeylollero eetjectsa B 1 Tabnetke,
KONWYecTBo TabneTok B YNakoBke, NyTb
BBEAEHWsl, YCNOBWA OTMycKa, YCnosua
XpaHeHwsl, npeaynpeauTenbHble Hagnucu;
«[lpenapart coaepxuT naxkTosbl
MoHOrMapart.», «BHMMaTenbHO npovuTanTe
npunaraemyio MHCTPYKLMIO nepes npruemMom
npenapara.», «XpaHuTb B HEQOCTYNHOM
Ans AeTeil MecTe.», HAMMeHOBaHWe, CTpaHy
W NOroTWn AepxaTtensi perncTpaunoHHoro
yAOCTOBEPEHUS!, HAWUMEHOBAHWE W CTpany
hmpmbl-NponssoauTEns (BbINyCKAOLW WA
KOHTPONb KadecTeBa), HOMEep cepuu, aarty

Ha pyCccKoM S3blKe yKasaHo: TOprosoe
HanMeHoBaHue npenapara c
npeaynpeautensHon  MapKUpPOBKOW
®, MeXAyHapoaHoe
HenaTreHTOBaHHOE  HauMeHOBaHue
(Ha pycckom W aHrnWACKOM A3bIKax),
nexkapcTeeHHas copma, [03MPOBKA,
nyTe BBEASHWA, NOroTUN AepxkaTens
perMcTpaumMoHHOro  yAOCTOBEPEHUS,
HOMEp cepwuu, CPOK roAHOCTK (roAeH
[o). BHyTpeHHue KoAbl
NPoW3BOAUTENA OTCYTCTBYIOT

Ha BTOPWYHOW ynakoBke (KapTOHHOW
nayke) Ha PYCCKOM A3blKE YKas3aHOo:
TOproeoe HavMeHoBaHWe npenapaTa
C npenynpeauTencHon MapKUpoBKO#i
®, mMeXgyHapoaHoe
HENaTEHTOBAHHOE  HaWMEHOBaHuWe
(Ha pycckom W1 aHrMUACKOM A3biKax) |
nekapcTteeHHas copma, [03MPOoBKa,
HanmeHoBaHue 7] cofepxaHve
deiicTeylowero Bewectsa B 1
Tabnetke, konudyectBo Tabnetok B
ynakoske, NyTb BBEAEHWHA, YCNoBua

oTnycka, ycnosus XpaHeHus,
npegynpeauTensHble Hagnucu:
«Mpenapat  coaepXWT  NakTosbl
MOHOrMApar.», «BHumaTensHo
npoyurante npunaraemyto
WHCTPYKLMIO nepeg npuemom
npenapara.», «XpaHnTb B

HEAOCTYNHOM [Ansl AeTedl MecTe.»;
HauMeHOBaHWe, cTpaHa MW ForoTun

NPoM3BOACTBA, CPOK rogHocTn (roaeH Ao), | AepxaTtens perucTpaunoHHoro
LUTPWUX-KOA, BO3MOXHO HaHeceHWe | yAOCTOBEPEHUS, HaWMeHOBaHWe W
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AHanuTu4yeckui nacnopT Ha roToByH NPoayKUuWuio

JluueH3ns Ha ocyllecTeneHue NPOM3BOACTBA NEKapCTBeHHLIX cpeacTs Ne00153-NC 000 "HoeapTtuc Heea"
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KoHTpone kauectBa
Quality Control

Homep nacnopra: Bepcus: 1.0
Certificate number 4-913-1025 Version
Ne Mokaszatenw* MeToa ucnbitanuii / Tpe6osaHue PesynbTar
Parameters Analytical method / Requirement Result
TEXHUYECKUX  AaHHbIX.  [JOnonHWTenbHO | cTpaHa bupMbl-nponasoanTens

moxeT BbiTb HaHeceHa uHdopmauua Ans | (BbINYCKAOWMIA KOHTPONb kKadecTea),
MOHUTOPUHIa [BWXEHWR NeKapCTBEHHbIX | HOMEp cepun, AaTta NpoW3BOACTEA,
npenapaTtoe  OT  Npou3BoAWTENs A0 | CPOK rogHOCTM (rogeH [g0), LTpWX-
KOHE&YHOro I'IOTPESWTEJ'IFL KoA4, HaHeCeHbl TeEXHW4YeCKne OaHHbIe.
HaHeceHa MHhopMauns ans
MOHUTOPWHra OBUKEHNA
NeKapCTBEHHbIX  Npenapatoe  OT
npovusBoauTens Ao KOHEYHOro
noTtpeburens.

XpaHeHue

Storage Mpn Temnepatype He Bbiwe 30°C

CpoK rogHoCTH
(MepuoguyHocTb
10 KOHTPOIA)

Shelf life
(Frequency of
control)

3 roga 3 roga (30.09.2028)

* - MNokasarent «Mukpobronornyeckas UMCToTa» He ABNAETCH PYTUHHBIM METOAOM aHaNKUaa W MOXeT OTCYTCTBOBATb B
Y
nacnopTe KomMnaHuu.

3. 3AKNIOYEHWUE
CONCLUSION

NekapcTBeHHbIN Npenapat JHTekaeup CaHpos® TabneTku, NOKpbITLIE NNeHouHoi o6onoykoi 0,5 mr Ne 30, Homep
cepun PW84401025 cooteeTcTeyeT TpebGoBaHusaM HopmaTuBHOW AokymexTauwm [IF-Ng(001622)-(Pr-RU)-
190624 3SuTekaBup CaHpo3® TabneTkn nokpbIThie NNeHoYHon oBonoykoi, 0,5 Mr, 1 Lomar Mongmb Mapmpoaka

N-Ne(001622)-(Pr-RU)-190624.
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