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AHANUTMUYECKVI NACNOPT Ha rOTOBYHO NPOAYKUUIO

JIMLUEH3UA HA OCYULECTBNEHNE NpoK3BoACTEa NEeKapCTBeHHbIX cpeacTs Ne00153-NC ot 08 Hordps 2015 00 "HopapTuc Hesa”
roaa [lopora B KameHrky, A 40, kopn. 3,
nut. A, nuT. B
194362, Poccun, Cankr-MeTtepdypr

Tenechonr: +7 812 336 9891

KonTpone Ka4ecTsa

il e e e ——————

Howmep niacropta. \ 4-111-0321 Bepcus: 1.0

Certificate number

1. OBLWASA MHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe npooyKuuu:

A A [+]
Product N {Onepue, TabneTky, NOKDBITLIE nneHouHon oBonodkon 200 Mr Ne56

TN 003532-250316 HOnepwo, TaBNeTKA, NOKPLITHIE MNEHOYHON 060nouKow |
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 mr+48.6 M), 200 mr (102,8 Mr+97,2

Mr)
MameHerne Ne 1 ot 13.10.2016
MpoBepeHo Ha COOTBETCTBME C: WameHerme Ne 2 ot 26.12.2017
| Checked against MameHeHue Ne 3 ot 22.01 2019
MameneHue Ne 4 o1 21.08.2019
WameHenve Ne 5 ot 26.06.2020
Creundukauma KadecTea Ha KOonepwo, Tabnertky MOKPbITLIE NNeHOoYHOW
oBonoukon 200 mr Ne25, Ne56 SPEC FDF 00084953 sepcus 3.0

BHYTpeHHUA KOO Homep cepuu
| HepacdacoBaHHOK NPOAYKUMH: 42027179 HepacacoBaHHOW NPOAY KUMK: LE0305
| Product Code Balk Batch Number Balk g
BHYTpPEHHWM KOA yNakoBaHHOW Homep cepyn ynaKoBaHHOW
‘TTDOFWKUMW 44087375 npoAyKunu: LF18190321
Product Code FOF Batch Number FDF
[JaTta npou3BoAcCTBa: 01.03.2021
Manufacturing Date e
; PazMmep cepuu 3a BbINETOM
paowep copun: 8 2|
Batch size without samples
2. MONYYEHHLIE PE3YNbTATDI
TEST RESULTS
No Moka3aTens” TpeGoBaHue l PesynsTaTt
Parameters Reguirements Result
OBanbHble  ABOAKOBBINYKNGIE tabnetxn, | OBaneHblE [BOAKOBbINYKIbIE
| noKpbITbIE nneroYHon oBonoykow CBeTno- TabneTky, NOKPbITbIE NNEHOYHOW
1 OnucaHue pO30BOrO UBETA C chackown, 6ea pucku. Ha | o6onoukoit ceeTno-po3nBOra UBeTa
Appearance OOHOW  CTOpOHE  HaHeceHa rpaBupoBka | ¢ chackon, Bes puckn. Ha OHOW
«L11», Ha apyrofn- «NVR». cTOpOHE  HaHecera rpaeupoBKa
| «L11», Ha apyrod- «NVR».
K-cnekTp ucneiTyemoro obpasua 8 obnactv
oT 1850 Ao 1650 cm' Mo NOMOXKEHW U
npocunio  NONoc  NOrMoLeHns BOMKEH | o cooTaETCTBYET
cooTBETCTBOBAThH WK-CnexTpy cTaHaapTHoro
\ MoanWHHOCTL ofbpasua ¢ XapaKTepUCTUHECKON nonocow
1 ldentification nornolexus okeno 1712 cm
l 2 Bpema yAepXuBaHus OCHOBHbIX NWKOS Ha
| xpomaTorpamme  UCMbITYEMOro pacTeopa
" - Cakybumpun DOSKHO cooTBETCTBOBATL BpEMEHWN
- Bancapmat yAepHKUBaHWA nukes BancapTaHa v
' cakybutpuna Ha xpomzmrpamme BEXCA. CooTRETCTEYST
cTaHaapTHOro pacTsopa 7a.
OTnvuKe BO BpEMEHax yAepKNBARNA
| OOMKHO COCTaBNATL He Gonee + 2,0%
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NMUeH3ns Ha ocylWecTeNeHWe npou3eoacTBa NnekapcTBeHHbIX cpenct

roga

Doc No. : FRM-8015490
Version : 4.0

AHanNUTUYECKUIA NACNOPT Ha TOTOBYH NPOAYKUWIO

8 Ne00153-7iC oT 09 HosbpA 2015

00 "HosapTuc Hesa”

Hopora 8 KameHiy, 4.40. xopn. 3.
nuT. A, nuT. B

194362, Poccus, CanxT-MNetepBbypr

Tenedon: +7 812 336 9891

KoHTpOnb Ka4ecTBa

Homep nacnopra:

T

Certificate number 1110321 Bepcun: 1.0
Ne MNokazatenb* TpeboBaHue Pe3ynbTtat
z Parameters Requirements Result

3 | PacTBOpeHue
Dissolution

He meHee 80% (Q) cakybutpuna
yepes 30 MuH;

He meHee 80% (Q) BancapraHa
yepes 30 MUH

101% cakyburpuna vepe3 30 MuH]

100% sancapTana Yepes 30 MUH.

—

PoAcCTBEHHbIE
4 | npumecu

Related substances

MeToad 1. XvipanbHaa 4ucToTa

Mpwumecu cakvbutouna:

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

MpyimecK BancapTaHa:
CGP 49309 - He 6onee 1,0%

Mpoumecu cakyBuTpuna.

- 534-06 — He obHapyxeHa,
- 535-06 — He oBHapyxeHa,
- 536-06 — He obHapyxeHa.

Mpumeck BancapraHa.
- CGP 49309 — He ofHapyxeHa.

MeTon 2, Onpegenexve npoAvKTO8

AeCcTDVKUWW

Mpumecu cakvBuTpuna:
900-04 — He Bonee 0,7%

[Tpumecw BancapTaHa:

EauHuuHan Hecneuwngruupyeman npumeck —
He Bonee 0,2%

CymMma NpoayKTOB AECTPYKUWN (MCKNO4as
900-04) — He Bonee 0,5%

Mpumeck cakybutouna:

- §00-04 - meHee npejena
KONWMYECTBEHHOIO onpeaeneHus
(0,1%);

Mpoumecu BancapraHa’

-EanHu4Has

HEVAEHTUDUUMPOBAHHESA NPUMECE —
MeHee npegena KoNWYeCTBEHHOMO
onpenenexuns (0,1%);

-Cymma HeEMASHTUDUUMPOBAHHBIX
npumecen (ucknrodas 900-04) —
MeHee npejena Konvu4ecTBEHHOro
onpegenexua (0,1%)

NPUMEHEHWIO B KAPTOHHYIO Navky.

[onycKaeTCs Hanuuue KOHTPONA NepBNHONO
BCKPBITUSA HA KAPTOHHON Nayke.

OQHOpPOOHOCTL
[03UpOoBaHUA c ‘ _
. ; akyButpun: AV = 11,5
5 i_llrz_ftf;)rnmy of dosage AV £ 15.0
- Caxkybumpun BancapTaH: AV =114
- BancapmaH ]
KonuuecTBeHHOE Or 950% po 1050% cakyGutpuna oOT 100,8% cakybutpuna ot
. onpegenexHune HOMUHANLHOrO COAEPXKAaHNA HOMUHANBHOTO COAEPMKaHWA,
6 | Assay
- CaryB6umpun Ot 950% po 1050% Bancaptada oOT | 100,5% sancapTaHa oT
- BancapmaH HOMUWHaMNLHOro COAEPHaHNA HOMMWHANBHOrO CoaepPXaHuA.
MepewuHas vnakeska: no 14 Tabrnetok B MepBuyHas _ VNaxkoBKa: no 14
gnuctep us MBX/MBOX n anomuHueson Tabnetok B8 Gnuctep us NBX/MBAX
donbrn. W anoMuUEneBon onbru,
——_— BropuuHas vhnakoska no 2 wnw 4 Bnucrepa | BTopudHas VNAaKoBKa: no 4
7 Packing BMECTE C MHCTPYKUMEW NO MeauumnHCKomy GnucTepa BMECTE C WHCTPYKUMWEN no

MeOULIMHCKOMY
KapTOHHYHO Navky.
KoHTponb NEPBUYHOr0 BCKPbITUA Ha
KapTOHHOW Nadke NPUCYTCTBYET.

NprUMeHeHUo B
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MNULEH3UA Ha OCYWECTBEHWE NPOUIBOACTBA NeKapCTBEHHbIX CPEACTE NeQ0153-N1C ot 09 Hoabpa 2015

roaa

Doc No. : FRM-8015490

Version : 4.0

AHaNMTUUECKMI NacmopT Ha roTOBYK NPoAyKUuio

00 "Hosaptuc Hesa"

[opora 8 Kamerky, 4.40, kopn. 3,
T, A, nut. B

194362, Poccun, Cankt-Metepbypr

[

KouTponb kadecTsa

TenedoH: +7 812 336 8891

Homep nacnopra: :
Ce?‘rf"a‘ncap&!ri;bep.ra 4-111-0321 Bepcus: 1.0
No flokazaTtene* TpeboraHue PeaynbTat
Farameters Requirements Result
Ha 6rucTepe Ha DyYCCKOM W _adrnvickom | Ha  Bnwucrepe Ha  DVCCKOM W
- A3bIKAX  YKa3biBaT, NOFOTWN  KOMMaHUU- | BHTTACKOM A3bIKaX vKa3aHbl:
| NpOM3BOAMTENS (Ha naTuHWUe), TOProBoe | noroTin KOMMaHMn-Npon3BoANTENA
| HavMeHOBaHWe, [Jo3upesKy, Bancaptad + | (Ha natuHuue), TOproeoe
CakyButpun, HOMEp  CeEpuv W AaTy | HAUMEHOBAHWE, LO3VPOBKA,
OKOHYaHWst Ccpoka roAHocTV (Ha pycckom | Bancaprad + CakybuTpun, HoOMep
a3blke B Buae. Cepua Ne/ [lomeW go). | cepurt v AaTa  OKOHYAHWA cpoka
HonyckaeTcs HaHeceHue BHYTPEHHUX | TOAHOCTY (Ha PYCCKOM A3bIKE B BUAE:
YyNAKOBOYHbLIX KOAOB KOMNaHUK. Cepus Neo/ FoaeH [0), BHYTpPEHHVE
Ha KapTOHHOWM Mayke Ha _DYCCKOM W | YNakoBOWHbBIE KOAbl KOMNAHWN.
AHIAMACKOM $3bIKAaX  VKa3blBalwT, norotun | Ha kapToHHOW navke Ha DYCCKOM W
KOMNAHWW-NPOM3BOAUTENSA (M@ NaTWHULE), | aHTNWACKOM A3blKaX yKa3aHbl
TOproeoe HavmmeHoBaHue, LO3WPOBKY, | NOrOTMN  KOMNAHWA-NPON3BOAWNTENA
NEeKapcTBEHHYO  opmy, Bancaptad + | (Ha naTuHuLE), TOprogoe
CakyBuTpwn, Ha3saHue W COAEPXaHWe | HaUMEHOBaHWE, A03VPOBKA,
LeWcTBylOWEro BsewecTea B 1 tabneTke, | nekapcTeeHHas opma, BancapTad
HOMEpP PErncTpaLVoHHOrO yAOCTOBEPEHUSA | + Caxybutpun, HasBaHwe W
(Ha pycCcKOM A3bike), KONUYecTso TabneTok B | COAEPKAKUE AENCTBYOLLEro
ynakoske, «[Ana npuema BHyTpsY, «XpakwTb | BeWwecTea B 1 TabneTtke, HoOMeEp
M B  HeaOCTYNHOM ANA  AeTeit  MecTe», | PerncTpaunoHHOro  yAOCTOBEPEHUA
apKUpoBKa
8 Labelling «MNonpoBHble ykazanua NO  NPUMEHEHWIO (Ha pyccKOM A3blke), KOMU4YecTso
npenapata npusefeHbl B MPUNOXEHHOW TabneTok 8 ynakoeke, «[4na npuema
MHCTPpYKUMM»,  HawmeHoBaHwe W aOpec | BHYTpbY, «XpaHuTb B HEAOCTYMHOM
(ropoa, cTpaHa) KoMMaHWW-Nnpou3BocauTEns | AnA petein mecte», «oapobHble
(BBINYCKAOWMWIA KOHTPOIb KadecTsa), | ykasaHus no NpUMEHEHUID
YCNOBUA XPaHEHWR, YCNoBWA OTNycKa, HOMep | npenapara npuBefeHbl B
cepwuv, [gaty npow3BOACTBa v AaTy NPUNOKERHON VHCTRY KUY,
OKOHYaHWs CpOKa rogHOCTHU, LTPUX-KOA. HaumeHosaHwe W agpec (ropoa,
[onyckaeTcs HaHeceHue BHYTPEHHMWX | CTPaHa) KOMNaHUW-NPOU3BOAWTENA
yNakoBOYHbBIX KOAOB KOMMAHMA. (BEINYCKAKOLIUA KOHTPONL KayecTea),
JononHutensHo MoryT  ObiTo  HaHeCeHbl | yCnoena XPaHeHUR, ycnosusa
cpeacTsa uaeHTUdUKALMI ANA MOHUTOPWHIA | OTNycka,  HOMep  ceépun,  Aara
ABVKEHNA NeKapCTBEHHbLIX npenapartoe 4Ans npon3ssoactea U haTta OKOoHYaHwWA
MeaANUMHCKOTo NpUMEHEHWA oT | cpoka rofHocTwW, WTPUX-KOL,
NPOV3BOAUTENSA A0 KOHEYHOTO NOTPEOUTENS. | BHYTPEHHUE  yNaKOBOYHbLIE koAbl
KOMNaHW.
HaHeceHs! cpeacTeBa
naeHTMUKaLuM ana MOHWUTOPWHrE
OBUWHEHWA NeKkapcTBeHHbIX
npenapartos OT Mpov3BOAWTENSA A0
KoHeuYHoro notTpebuTens.
9 XpaHeHue Mpu Temnepatype He sblwle 25°C.
Storage
Cpok rogHocTH
(Mepnoan4HoOCTL
10 | KOHTpOnA) 3roaa 3 ropa (29.02.2024)
Shelf life (Frequency
of control)
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Form to SOP-8013721

AHaNMTUYECKUIA NAacnNOPT Ha roTOBYH NPOAYKUWIO

onBps 2015 OO "Hosaptnc Hesa"

roaa [lopora & Kameriy, 4.40, kopr. 3,
nut. A, nnt. B
194362, Poccus, CankT-MNeTepbypr

NULEHINA HA OCYLIECTBNEHNE NPOV3IBOACTEA nexkapcTBeHHLIX CPEACTE N200153-NC o7 09 H

i TenedoH: +7 812 336 9891
| KoHTporb ka4ecTsa e T

Hom_ep nacnopra: 4-111-0321 Bepcusa: 1.0 l
Cenificate number
" MMKPD6MOJ’IOFI«NGCK3Q yucToTa» HE ABNAETCA PYTUHHBIM METOLOM aHanuaa v MOMET OTCYTCTBOBATL

aHanuvaa Komnaxsun

3. 3AKIKOYEHMWE
CONCLUSION

8 cepTudurkaTe

NexapcTeeHHbI npenapat Konepvo, TabneTky, NOKPLITHIE NNEHOUHOW oBonoykoi 200 mr Ne56, Homep cepun
LF18190321, cooTaeTcTByeT TpeboBaHUAM HOPMaTUBHOW AOKYMEHTaLUW NN 003532-250316, uameHeHue Net, 2.4
3,4,5. /
KooppauHaTop HUINKO-XUMUHECKOH e ) o
Yreepaun nabopatopny Anexcees b.O. 27 .05 2 el
Approved by
JomxrocTs (Position) ®KO (Full name) [ava (Dale)
Version Description of change
(Bepcus) (Onvcaxue U3MEHEHUH)
1.0 HoBblid NnacnopTt
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MNpousBegeHo:
000 #HosapTuc Hepa#

[opora B Kamerky, 4.40, kopn. 3, nuT. A,

nt. b

194362 CaHkr-MNeTepbypr

VHouBmayanbHbii Homep: 2303211054

MacnopT kayecTBa

HaumeHoBaHue npogykTa:

NekapcTBeHHan dopma:

FOMEPWO TABE M/MO 200MI™ Ne56

TaBneTkn, NOKPBITLIE MNERO4YHON 0GonoYKkom

Tun ynakoBKu: BINMUCTEP
Pasmep ynakoBku: 4 WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTuduKaTta:
Koa matepuana: 44087375 Twun BbINycKa: BbINycK Ha pulHOK
BHYTpeHHUI HOMEpP cepuu: LF1819 MeuaTHbIl Homep LF18190321
cepuu:
Hata npoussogcTtea: 01-MAP-2021 [ata Bbinycka: 23-MAP-2021
Mopex po: 29-PEB-2024 Bbinyckaemoe 2111 Wt
KOMWYECTBO:
MpouseoacTeeHHan nnowaaka: OO0 "HosapTic Hepa”
Oopora B Kamenrry, 4.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CankT-MeTepdypr
BbinycKarowWin KOHTponb QOO "HoapTtuc Hesa"
KavecTBa Hopora g KameHky, 4 40, kopn. 3, nuT. A nuT. B
194362, Poccus, Cankr-MeTepbypr
KoHTponb KavecTBa: Q0O "HoeapTuc Hesa"
[opora B Kamenry, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccusa, CaHkT-MeTepdypr
CTpaHa-umnopTep. Homep perucTpauMoHHOro yaocToBepeHua:
Poccua NIN-003532 OT 25.03.2016
KoMnoHeHThI:
HauMeHoBaHWe mMaTepuana: IONEPKWO TAB N/MNO 200MI™
Kon maTepuana: 42027179 HepaciacosaHHelM NnpoaykT  Homep cepuu: LEO305
Ob6lwee KonuyecTsBo 120585 LWUT

Hepacd)acoBaHHOro Npoaykra::

MpousBoacTBeHHaA Nnowanka:

Q0O "HoeapTuc Heea"
Hopora 8 KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaxkT-MeTepbypr

CTtpanunua: 1/2 MognncaHo 3NekTpOHHO B COOTBETCTBUM € NoNWTHKoW CaHAa03 NO 3NEKTPOHHBIM NOANWNCANM




' _ “ MpousBeneHo:
(;g« N OVA RT I S 000 #HoeapTuc Hesa#
[opora 8 KameHky, A.40, kopr. 3, nuT. A,

nut. b
194362 CaHkT-MeTepbypr

WMHAvBUAYaneHLI HoMep: 2303211054

MacnopT ka4yecTBa

‘ HaumMeHoBaHue NpoAykTa: KOMEPWMO TAB M/MO 200MI™ Ne56
Koa martepuana: 44087375 BHYTPEeHHUA LF1819
HOMep cepuu:
| |
KoMnoHeHTbI:

’TEHMEHOBaHMe MaTepuana: CAKYEUTPWNA W BANCAPTAHA CYB-MOP.

Koa maTepuana: 40005801 Papm. CybcTaHuus Homep cepuu: B602086
MpouzBoacTBeHHan nnowapka:NOVARTIS PHARMA STEIN AG

SCHAFFHAUSERSTRASSE

4332 STEIN

LLsenyapua
Cepua npoussoguTens: C0387

‘ 3akntoueHue

HacTosLWMM S NOATBEPXAAN, HTO YKa3aHHaA MH(POPMELNA ABNAETCH AOCTOBEPHON U TOHHON. Cepusa NPOAYKTa, yKasaHHan Boille
Bbina NPOM3BEAEHa, yNakoBaHa 1 NPOKOHTPONMPOBAHA Ha NPOU3BOACTBEHHbIX MNOLWAAKAX, yka3aHHbIX BLILE, B NMOMHOM

| cooTBETCTBIN C TPEGOBAHNANMN NOKaMELHbBIX MpaBun HaaneKallel Npou3BoACTBEHHON NPAKTUKK U PerucTpauvoHHoro Aocke.
3anucH No MPoU3BOACTBY, YNAKOBKE 1 KOHTPOMIO Ka4ecTBa ObiN COOTBETCTBYHOWUMY TpeboBaHUaAN

Mpasun Hagnexallen Npowu3BoACTBEHHON NPaKTNKY.

KoMmeHTapuh K cepTuchukary:

B xope npou3BOACTBEHHOrO Npouecca OTCYTCTBYHT OTKNOHEHUA, KOTOpbIE MOTYyT NOBNWATL Ha BbINYCK NPOAYKUWW.

Cepua BbinyuleHa: Onera Aroeneea, YNoNHoMoOYeHHOE NULDO

[ata / BpeMa Bbinycka cepun:  23-MAP-2021/07:51:05 UTC

[ata / Bpems co3gaHua cepTuchukara: 23-MAP-2021/
07:54:41UTC

CTpannua: 2/2 MoAnucaHo SNeKTPOHHO B COOTBETCTENN C NONUTUKON CaHgo3 No 3MEKTPOHHBINM NOAMUCANM



