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AHanUTMYeCcKMA NacrnopT Ha roToBYIO NPOAYKLUIO

JlueHans Ha ocyllecTsneHUe NPoM3BOACTBA NeKapeTBeHHbIX cpeacTs Ne001563-11C or 09 HosGpa 2015
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»)
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Version : 4.0

00 "HoeapTne Hepa"

[Oopora B KameHky, .40, kopn. 3,
nut. A, nut. B
194362, Poccus, CankT-Merepbypr

Tenedon: +7 812 336 9891
KoHTponk kayecTea
Homep nacnopra: aEAq. ’
Cortfiata Hunbde. - 4-351-0621 Bepcusa: 1.0
1. OBLAA UHOOPMALINA
GENERAL INFORMATION

HanmeHoBaHue npoayKunn;
Product Name

tOnepwo, TabneTku, NOKpLITLIE NNeHoYHo oBonovkai 200 mr Ne28

lMpoBepeHo Ha COOTBETCTBME C:
Checked against

1IN 003532-250316 KOnepwo, TabneTky, NOKPbITbIE NNEHOMHOW 060NO4KOMA
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 mr+97,2

Mr)

MameHeHve Ne 1 ot 13.10.2016
WameHeHue Ne 2 o1 26.12.2017
MameHeHue Ne 3 o1 22.01.2019
MameHeHuwe Ne 4 ot 21.08.2019
MameHeHure Ne 5 ot 26.06.2020
NameHeHuWe Ne 6 oT 16.12.2020
Cneuundbmkaums kadectea Ha HOnepuo, TabrneTku NOKPbLITLIE MNMEHOYHOM

oBonoukor 200 mr Ne28, Ne56 SPEC_FDF 00094953, sepcus 4.0
BHyTpeHHWA Ko Homep cepun
Hepacd)acoBaHHOM npoaykuum: | 42027179 HepactacoBaHHOW npoaykumum: LK5707
Product Code Balk Batch Number Balk
BHyTpeHHWA Ko ynakoBaHHOM Homep cepum ynakoBaHHOW
npoayKuun; 44085997 npoAayKLuK: LL26050621
Product Code FDF Batch Number FDF
Ta NPOU3BOACTEA:
ﬂaanufactgrfng Dafen 17.06.2021
, PasMep cepun 3a BbIMETOM
FRIN0p LopR: 4313 yn, npo6: 4 300 yn.
Batch size without samples
2. NONYYEHHbLIE PE3YJIbTATbI
TEST RESULTS
N2 MNokasarens* Tpe6oBaHue Peaynkrat
Parameters Requirements Result
OsanbHble  ABosKoBbINyknble  TabneTkw, | OBanbHble ABOSKOBEINYKNbIE
MOKPbLITLIE NNEeHoYHol o6OonouYKoW CcBETNO- | TAbNeTkW, MOKPLITHIE NNEHOYHON
1 OnwvcaHue posoBoro Lpeta c cackon, 6es puckn. Ha | obonodykoi cBeTno-po3oBoro LBeTa
Appearance Of4HOW CTOpOHE HaHeceHa rpasupoBKa | ¢ packoW, 6e3 pucku. Ha opaHoi
«L11», Ha gpyroi- «NVR», CTOpOHE  HaHeceHa TpaBUpPOBKa
«L11», Ha gpyron- «NVR»,
WK-cnekTp ucnbityemoro o6pasya B obnactu
or 1850 go 1650 cm' no nonoxeHwuw w
npocunid nNonoc MOrnoweHWA  AONKEH
MognuHHOCTS cooTeeTcTBOBaTE MK-CnekTpy CTaHAapTHOro Wik CograeTerayer
Identification ofBpasua ¢ XxapakTepucTUYEecKOW nonocown
nornoweHus okono 1712 cm'.
2 Bpema ygepxueaHWA OCHOBHLIX MWKOB Ha
- CakyBumpusn XpomaTorpamme  UCMeITyemoro  pacTeopa
- Bancapman OOMKHO COOTBETCTBOBATL BpEMEHU
yAepxuBaHMA  nukoB  BancaptaHa W | BOMXX. CootseTcTeyeT
cakyGutpuna Ha XpoMarorpamme
cTaHpapTHoro pacTeopa 7a.
OTnmyve BO BpeMeHax yaepXuUBaHWA
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JMUeH3us Ha ocylLecTaneHe NPOM3BOACTBA NekapcTeeHHbIX cpeacTs Ne00153-/1C ot 09 HosGpa 2015

ropa

Doc No. : FRM-8015490
Version : 4.0

AHanuTUYECKMNii NACMOPT Ha rOTOBYIO NPOAYKLUMIO

OO0 "HosapTuc Hesa"

Hopora B Kamenky, A.40, kopr. 3,
nut, A, nut. B

194362, Poccun, Canxr-Metep6ypr

Tenechow: +7 812 336 9891

yepes 30 MyuH

KoHTponb ka4yectea {
Homep paehons: 4-351-0621 Bepays: 1.0
Ne Mokazatens* TpeGosaHue PesynnTar
Paramelers Requirements Result
[OJIKHO cocTaBnsATh He Bonee + 2,0%
He meHee 80% (Q) cakybutpuna _ " -
. caky6uTpuna yepe3a 30 MuH;
3 | PactBopenue HepeR S0 s TEREE ’
Dissolution He meHee 80% (Q) BancapTana 95% BancapTaHa yepes 30 MvH.

PoactBeHHble

MeTog 1. XupanbHas YicToTa
Mpumecu cakybutpuna:

534-06 — He Gonee 0,2%
535-06 — He Gonee 0,2%
536-06 — He Gonee 0,2%

[Mpumecu BancapTaHa:
CGP 49309 - He Bonee 1,0%

Mpumecu cakybutpuna:
- 534-06 — He oBHapyXeHo;

- 535-06 — He oOHapyxeHo,
- 536-06 — He oBHapyKeHo.

[pumecy BancapTaHa:
- CGP 49309 — He oOHapyXeHo.

Mpumecu cakybutpuna:

npuMecH .
4 ; , M:J:ﬂx wﬁ OnpepeneHve  NpPoOAYyKTOB | = 900-04 — He 0BHapyKEHO;
Related substances | BECTPYKUWA Mpumecy Bancaprana:
[Npumecu cakybutpuna: -EauHWYHan
e i HEWAEHTU(VLIMPOBAHHAA NPUMECH —
800-04 — e Gonse 0.7% MeHee npeaena KoONWYeCTBEHHOro
Mpumecw BancapraHa: onpepenenus (0,1%);
EaMHUYHas Hecneuvduumupyemas npumecs — | -Cymma  HEMABHTUHMLIMPOBAHHBIX
He Gonee 0,2% npumecer (Mckmiovas 900-04) -
Cymma npoAyKTOB AECTpyKUMM (UCKNouana | MeHee npejena Konw4ecTBeHHOro
900-04) — He 6onee 0,5% onpegenenus (0,1%)
OgHopoAHOCTE
[O3UPOBaHNA Ca ) _
: . kyBurpun: AV = 3,0
5 é}’%?rmity of dosage AV <150
- Caxy6umpun BancaprtaH: AV =3,1
- BancapmaH
KonuyecteeHHoe OT 950% po 1050% caky6urpuna or | 100.3% cakyburpuna oT
onpegenexHve HOMWHANBHOTO COAEPKaHUR HOMWHANBHOrO CoAepKaHus;
6 | Assay
- Caky6umpun Or 950% po 105,0% BancaptaHa oT | 100,0% BancapraHa or
- BancapmaH HOMWHAIbHOro CoAepXKaHuA HOMMWHaNLHOTO CoAepXKaHuA.
MepBuyHas _ynakoBka: no 14 Tabnetok B | [lepeuyHas ynakoeka: no 14
6rnvctep wa MNBX/MBOX w aniomwHWeBol | Tabnetok B Gnuctep ua MBXMBAX
onbru. W antoMUHWEBON honbru.
VinGmi BTopuyHas ynakoska: no 2 wnw 4 Gnucrepa | Bropuynas  ynakoBka: no 2
7 Packin BMECTE C WHCTPYKUMEA no MeauuMHckomy | GnucTepa BMECTe C MHCTPYKUMER no
9 NPUMEHEHMIO B KAPTOHHYIO NadKy. MEAULIMHCKOMY  MPUMEHEHWIO B
KapTOHHYIO NauqKy.
‘g'::y:ﬁ?:: :;?g::i;%ff&m L i KoHTpone NepBWYHOrO BCKPbITWA Ha
P P : KapTOHHOW Nayke NPUCYTCTBYET.
8 | MapkupoBka Ha Bnucrepe Ha pycckom U _SHIIWACKOM | 5  Gnuctepe Ha _pycckom U
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JMLIEH3MA Ha OCYLECTBNEHNE NPOMIBCACTBA NekapcTBeHHsIX cpeacTs Ne00153-MC ot 09 Hoabps 2015

ropa

Doc No. ; FRM-8015490
Version : 4.0

AHANUTUYECKWI NACNOPT Ha rOTOBYIO NPoAYKUMWIO

OO "HosapTuc Hesa"

Hopora B KameHky, .40, xopn. 3,
nut, A, nut. B

184362, Poccus, Cankr-lMeTtepOypr

Tenedon: +7 812 336 9891

: KoHTponk kayecTea _ :
Homep nacnopra: G ;
o mganumwl’ ; 4-351-0621 Bepcus: 1.0
Ne Mokasatenn* TpeGoBaHue Peaynerar
Parameters Requirements Result
Labelling R3bIKaX__ YKas3blBAKT, [IOrOTUN  KOMNAHWW- | AHINMACKOM _ A3blKaX  YKasaHbl
NPoW3BOAUTENA (HAa naTMHULE), TOProBOE | MOroTUM  KOMMNaHWKW-NPoN3BOAUTENA
HauMeHOoBaHWe, [03vpoBKy, BancaptaH + | (Ha naTuHuLe), TOproeoe
CakyButpun, HOMep Ccepuu U AaTy | HAUMEHOBaHVe, [03UPOBKa,
OKOHYaHWA CpoKa rogHocTM (Ha pycckom | BancapraH + CakyButpun, Homep
asbike B Buge. Cepua Ne/ logeH f[0). | cepum U gata OKOHYaHWA Cpoka
[onyckaeTcs HaHeceHue BHYTPEHHWX | rOAHOCTW (Ha pyCCKOM A3blke B BUAE!
YNaKoBOYHbIX KOZO0B KOMNaHu, Cepua No/ Togen [o), BHYTpEHHWe
Ha kapTOHHOW _nauyke Ha pYCCKOM W | YNakoBOYHbIE KOALI KOMMaHWM.
aHrMWACKOM _ 5i3blkaxX  YKa3bIBAIOT: NoroTun | Ha KapTOHHOW nayke Ha pycckom U
KOMNaHUM-NPOM3BOAUTENS (Ha NaTWHWUE), | SHOMACKOM _ A3bIKaX  yKasaHbl:
TOprosoe HauMeHOBaHMe,  [JO3MPOBKY, | MOroTUN  KOMNaHWM-NPOW3BOAUTENA
nekapcTeeHHylo cbopmy, BancaptaH + | (Ha natuHuue), TOprosoe
Caky6uTpun, HasBaHue KW COAepXaHue | HaumeHosaHwe, [03UPOBKa,
AeiicTeylowero Bewectsa B 1 Tabnevke, | nekapcTeeHHas ¢popma, BancapTa
HOMEp PperucTpauuoHHoro ypaoctosepeHus | +  CakyGutpun, — HassaHue 1
(Ha pycckom si3bike), konuyecTao TabneTok B | CoAepxaHue [ehcTBYIOLLEro
ynakoske, «[lns npuema BHYTPb», «XpanuTk | Belectsa B 1 Tabnetke, Homep
B HEOOCTYNHOM ANs AeTed  MecTe», | perucTpauMoHHOro  YAOCTOBEpEeHWs
«MoapobHble yKa3aHWs MO TPUMEHEHMIO | (HA8 PYCCKOM #3blke), KOMMYecTBo
npenapata npuBeAeHbl B NPUIOXEHHOW | TabneTok B ynakoBke, «[lna npuema
MHCTPYKUWW», HaWMEHOBaHWEe W ajpec | BHYTPb», «XpaHWTb B HEAOCTYMHOM
(ropos, CTpaHa) KOMNaHWW-MpoM3BoAUTens | Ana Aeteir mecte», «[loapoGHbie
(BbINYCKAOLLY NI KOHTpOIb kadyecrBa), | ykasaHuA no npUMeHeHKIo
YCNOBUS XpaHeHWs, YCIIoBUA OTNycka, HOMep | npenapara npuBegeHb! B
cepud, fHaTy npowaBoAcTBa U AaTy | NPUNOXEHHOW NHCTPYKUMUY,
OKOHYaHMWsA CPOKa FrOAHOCTM, LUTPUX-KOA. HavmeHoBaHWe W appec (ropoa,
OonyckaeTtcA HaHeceHue BHYTPEHHMX | CTpaHa) KOMMaHMW-MPOM3BOANTENA
YMaKOBOYHbIX KOJ0B KOMNaHUW. (BbINYCKAIOLMIA KOHTPOL Ka4ecTsa),
HononHutensHo MoryT BGbiTb HaHeceHbl | YCroBWA XpaHeHwus, ycrnoBus
cpefcTea MaeHTUMDMKALMW ANA MOHUTOPUHIa | OTNYCKa, HOMep  cepuu, Aata
[BWKEHWs NeKapcTBeHHLIX NPenapaTtos ANA | NPOM3BOACTBA U [aTa OKOHYaHWA
MeauLMHCKOro NpUMeHeHUA OT | cpoka roAHOCTH, LUTPUX-KOA,
NPOU3BOAUTENA 40 KOHeYHOro no1’pe6menﬂ. BHYTPEeHHue ynaxkoBoYHbIe KoAabl
KOMRaHuu.
HaHeceHb! cpencrea
naeHTMduUKaLMn AN MOHUTOpPWUHra
ABWKEHURA NEeKapCTBEHHbIX
npenapaTtoB OT Npov3BoAuTEns [o
KOHEYHoro notpeburens.
9 XpaHeHnue Mpu TemnepaType He Boille 25°C.
Storage
CpoOK roaHoOCTHU
(MepuoANYHOCTL
10 | koHTpONAY) 3ropa 3 ropa (31.05.2024)
Shelf life (Frequency
of control)
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AHanuTU4ecKWi NacnopT Ha roToBYH NPOAYKLUWIO

JTMLEH3MA Ha OCYLLECTBNEHWE NPOM3BOACTEA NeKapcTBeHHbIX cpeacTe Ne00153-/1C ot 09 HoAGps 2015

roaa

QO "Hosaptuc Hesa"

Oopora B Kamenky, a.40, xopn. 3,
nur. A, nuT. B

194362, Poccwus, CaHkr-Metepbypr

_ TenedoH: +7 812 336 9891
KoHTponk kayecTsa |

Homep nacnopra:
Cerlificate number

4-351-0621 Bepcus: 1.0

* - MukpoBuonoruyeckas YueToTay He ABNAETCA PYTUHHLIM METOAOM aHan1sa U MOXET OTCYTCTBOBAaTL B cepTudukaTte

aHanusa KoMnaHum

3. 3AKIMIOYEHME
CONCLUSION

NekapcTBeHHbIA npenapat lOnepuo, TabneTtky, nokpbiTble nneHodyHoin obonoukoin 200 mr Ne28, Homep cepum
LL26050621, cooTReTCTBYeT TpeboBaHUAM HOpMaTUBHOM JokymeHTauuu [ 003532-250316, uaMmeHeHue Nﬂ/%/’
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MuanBMayanbHblid Homep: 1607212003

NpounssegeHo:

000 #HosapTuc Hesa#

[Nopora B KameHky, 4.40, kopn. 3, nuT. A,
nut. b

194362 CaHkr-lNeTepbypr

[MacnopT kKa4yecTBa

FONEPWO TAB MN/MO 200MI™ Ne28
TabneTkW, NOKPbLITblE NNEHOYHOH 0Bonoykon

HanmeHoBaHne npoaykTa:
NexkapcTBeHHan gopma:

Tun ynakoBku: BNUCTEP
Pazmep ynakoBku: 2WT x14 WT Homep GMP NeGMP-0151-000292/18
cepTudmkara:
Koa matepmnana: 44085997 Tvn BeINyCKa: Bbinyck Ha pbiHOK
BHYTpeHHUA HOMEP CepUu: LL2605 MNeuvaTHbIn HoMep LL26050621
cepuu:
[ata npousBoacTBa: 17-NKOH-2021 [aTa Bbinycka: 16-NKON-2021
loaeH po: 31-MAIN-2024 Bbinyckaemoe 4300 WT
KONW4YecTBO:
NpounasoacTeeHHas nnowaaka: 000 "HoeapTuc Hepa"
Jopora B KameHky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccusi, CaHkT-MNeTepbypr
Bbinyckalwowuin KOHTpONb 000 "HoeapTtuc Hesa"
KavyecTBa Hopora B Kamenky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankr-MNeTepbypr
KoHTponb kavecTBa: 000 "HosapTnc Hesa"
[opora B Kametky, 4.40, kopn. 3, nuT. A, nut. b
194362, Poccus, CaHkT-MNeTepbypr
CTtpaHa-MMnopTep: Homep perncTpaumoHHOro yaoCTOBEPEeHNA:
Poccus NnN-003532 OT 25.03.2016
KoMnoHeHTbl:
HaumeHosaHue MaTepuana:  IOMEPWO TAB MN/MO 200MI
Kon matepuana: 42027179 HepacdhacosaHHbivi npogykt  Homep cepum: LK5707
Ob6uee KONW4YecTBO 121804 WT

HepacdacoBaHHOro NpoAyKTa::

NponsBoacTBEHHAA Nnowaaka: 000 "HosapTuc Hesa"
[opora B Kamenky, A.40, kopn. 3, nuT. A, nut. B
194362, Poccus, CaHkr-Metepbypr

Crtpanwnua: 1/2 MoanncaHo 3NeKTPOHHO B COOTBETCTBMN C nonuTnkon CaHoo3 No 3NeKTPOHHbLIM NOANUCAM




MNpouzeepeHo:

(-'} N OVART I S 00O #HoeapTtuc Hesa#
Hopora B KameHky, A.40, kopn. 3, nuT. A,
nurt. B

194362 Cankt-lMeTepbypr

MHamemayanbHblid Homep: 1607212003

[TacnopT Ka4ecTBa

HanmeHoBaHue npoagykTa: HOMEPWO TAB M/MNO 200MI™ Ne28

Kopa marepuana: 44085997 BHyTpeHHMA LL2605
HOMep cepuu:

KomnoHeHThI:

HaumeHoBaHWe maTtepunana: CAKYBUTPUIA N BAJICAPTAHA CYB-INOP. (DS05)

Koa matepuana: 40007391 ®apm. CybeTaHuua Homep cepuu: B615759
MpounssoacTeeHHan nnowaagka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWsenuapnsa
Cepwua nponasoauTens: C0366
3aknw4eHune

Hactosawmum s noaTeepxaat, 4To ykazaHHas MHOPMaLMA ABNAETCA AOCTOBEPHOW U TOYHOW. Cepua NpoaykTa, ykaszaHHas Bbille
6bina npouaeeagHa, ynakoBaHa v NPOKOHTPONMPOBAHA Ha NPOW3BOACTBEHHLIX NMOLLAAKAX, YKA3aHHBLIX BbILUE, B NOSHOM
COOTBETCTBUM C TpeboBaHNAMK NokanbHbIx MNpaBun Haanexallen NPou3BOACTBEHHON NPaKTUKKM U PerncTpaunoHHoro gocke.
3anucy No NPOU3BOACTBY, YNAKOBKE W KOHTPOMIO KavecTBa Bbinvu COOTBETCTBYIOLUMUK TpeBOBaHUAM

Mpaeun Hagnexaluein NPON3BOACTBEHHON NPAKTUKM.

KommeHTapui k ceptudmkaTy:

B xopne NPOM3BOACTBEHHOIO Npouecca OTCYTCTBYIOT OTKNOHEHWA, KOTOPbIe MOryT NOBMUATL Ha BbINYCK NPOAYKUWN.

Cepua BbinyweHa: TaTtbana Bynaesa, YnonHoMmo4eHHoe nuuo
Narta / Bpema Bbinycka cepun:  16-K1KOJ1-2021 / 18:02:07 UTC

Aarta / Bpema co3naHuAa cepTudhukara:

18:03:01UTC

16-Mt0N1-2021 /

Crpanuua: 2/2 NoanucaHo 3NeKTPOHHO B COOTBETCTBMM C NONUTUKONA CaHao3 NO 3NEKTPOHHBLIM NOANUCAM



