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Doc No. :

AHanUTU4YECKUN NAcropT Ha rOTOBYH NPOOYKLUWH

NueH3nA Ha oCywecTBNeHWE NPOM3BOACTBA NekapcTReHHLIX cpeacTs Ne00153-11C ot 09 HorGps 2015

rona

00 "HosapTuc Hera"

[Hopora 8 Kamenky, A.40, kopn. 3,
nut. A, nut. B

194362, Poccus, Cankt-NeTepbypr

TenegoH: +7 812 336 9891

Homep nacnopra:
Certificate humber

4-187-0421

Bepcus: 1.0

1. OBLWAA NHOOPMALIUA

GENERAL INFORMATION

HanumeHoBaHue NpoayKumn:
Product Name .

HOnepwuo, TabneTk, NCKpbITbiE NNeHoYHoW oBonoykon 50 mr Ne28

MposepeHo rf:@iam:c_poreercraue c:

Checked again:

M)

MamereHne Ne 1 ot 13.10.2016
MameHeHre Ne 2 o1 26.12.2017
MameHeHue Ne 3 01 22.01.2019
NameHerue Ne 4 o1 21.08.2019
MNameHeHue Ne 5 ot 26.06.2020

JIN 003532-250316 KOnepwo, TabneTkn, NOKPbITbIE NNEHOYHOW 000M0HKoR
50 mr (25,7 mr+24.3 mr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 mr+397,2

Cneuncumkauyns kadectea Ha HKOnepwo, Tabnetku noxpi:n'bae NNEHOYHON
obonoukon 50 mr Ne 28, Ne 56 SPEC_FDF_00094935, sepcus 3.0

BHyTpeHHWA ko I Homep cepumn :
HepacchacoBaHHOM npoaykuuu: | 42027180 - HepacthacosaHHON npo“’ aymm:| LGB715
Product Code Balk Batch Number Baik. soup Al
BHyTpeHHU gg;g'ynanoaauuoﬁ Homep cepuu ynaKoaaHMon
NROAYKUMM: 44086009 NpPOAYKUMUMK: LH57760421
Prodct Code FDF Batch Number FDF :
HAarta npoW3BoAcTEa: 19 04 2021
Manufacrun‘ng Dare L
Pasmep cepuu 3a BbNETOM

Faatten cepuu: 8 647 yn. | npos: | 8634yn.

aich Size | ,_

| Batch size without samo!es

2. NONYYEHHbLIE PE3YNbLTATDI

TEST RESULITS
No MokazaTenn* Tpe6oBaHue - Peaynbra
Parameters Requirements : Result- :
OsanbHble ABOAKOBbINyKNbie TabneTtku, | OeansHble OBORKOBbLINYKNbIE
NoKpsITbIE NNEeHOYHON obonoukon | TabneTkn, NOKpbITLIE NNeHoYHON
1 OnucaHue Benoro ¢ UONETOBLIM OTTEHKOM UBeTa | obonoukon 6Genoro ¢ UONETOBLIM
Appearance ¢ dackon, Gea puckn. Ha oOHOM | oTTeRKoM UBeTa ¢ dhackon, 6es pucku.
CTOPOHE HaWeceHa rpasuposka «LZ», | Ha  odHOM  CTOPOHE — HaleceHa
Ha apyron- «NVR». rpasupoBka «LZ», Ha gpyron- «NVR».
MK-cnektp wucnbityemoro ofpasua B
oBnactu ot 1850 pmo 1650 cm! no
MONOXEHWIO W npodunio  Nonoc
noraoweHna aomked cooteetcTeoeate | MIK: CooTBetcTeyeT
MoanuHHoCTe MK-cnexkTpy cTanpapTtHoro obpasuya c
Identification XapakTepucTUYeckomn NoNocoi
5 nornolexuna okono 1712 cu!.
Bpemsa yaepuBaHUaA OCHOBHLIX MNWKOB
- Cakybumpun Ha XpomaTorpamme nCnBITYemMoro
- Bancapmas pacTBopa [AO0MKHO COOTBETCTBOBATL
BpeMeHH yOepHKUBaHUA nukos | BOXX: CooTseTtcrayer
BancapraHa " cakybutpuna Ha
xpomaTtorpamme cTaHaapTHoro

pacTteopa 74a.
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Doc No. : FRM-8015490
Version : 4.0

AHanNUTUYECKURA NAcnopT HA rOTOBYO NPOAYKLUIO

00 "HoeapTuc Hesa"

Nopora B Kamenky, 4.40, kopn. 3,
nuT. A, nuT. B

194362, Poceus, CankT-MNeTepbypr

Tenedod: +7 812 336 9891

_ e KoHTponb ka4ectea. i
Homep nacnopra: 187, .
Coieata s 4-187-0421 Bepcus: 1.0
Ne MokazaTens* TpeGoBaHue PesynbTar

g Parameters Requirements Result -
OTnnuve BO BPEMeHax YAepXWBaH1s
nomkHo cocTaenaTe He Gonee = 2,0%
He meHee 75% (Q) cakybutpuna - g -
- cakybutpuna vepes 30 MuH;
5 | PactEOpenme uepes 30 MWH; o CaKyouTp P
Dissolution He meHee 75% (Q) sBancaprara 95% pancapTara yepes 30 MuH
yepes 30 MUH
Metoa 1. XvpanesHas 4ucroTa
Mpumecu cakybutpuna: MMpumMecu cakybuTpuna:
- 534-06 - o]
534-06 — He Donee 0,2% 532 82 HEVO NTkgRnE e
= - -06 — He oBHapyxeHa
535-06 — He Gonee 0,2% - 536-06 — He OBHapyXeHa
536-06 — He Bonee 0,2%
MNovmecu BancapTaHa. Mpumeck BancapTaHa:
CGP 49309 - He Bonee 1,0% - CGP 49309 — He obHapyxeHa
PoacTeeHHble Metoa 2. Onpedenexve NpoAYKIOB ﬂoméﬂggmoiawﬁmmmna:
4 npumecwu NECTDVRLMN - - - MmeHee npegena
Retated.cut _— KonuuecTeeHHoro onpegenedus (0,1
elated substances Moumecu cakvbutpuna: %):;
MNpumecu BancapTada:
@ - Q,
900-04 — He Gonee 0.7% -EavHuuHas Hecneuuduumpyemas
[Mpumecy BancapTaHa: npvmech - mMeHee npepena
EauHuuHas Hecneuynguuympyemas konuyecteseHHoro onpegenenus (0,1
npumeck — He Gonee 0,2% %),
Cymma NPOoAYKTOB nectpykuun | -Cymma NPOAYKTOB  AecTpyxuuu
(ucknoyan 800-04) — He bonee 0,6% (nckniovas 900-04) — meHee npegena
KOMWYECTBEHHOTO onpeaeneHus
(0,1%)
OOHOpPOJHOCTL
A03UpoBaHuA ; o
Uniformity of dosage Caky6urpun: AV = 3,3,
5 " AV 5150
Ui BancaprtaH: AV = 3,3
- Cakybumpun pTan. i
- Bancapmas
KonuyecteeHHoe OT 95,0% no 105.0% cakyGutpuna oT 102,2 % cakybuTpuna oT
onpegeneHue HOMWHAMBHOrO COAEPHaHUs HOMWHAMNLHOIO COAEMKAHMNA,
6 | Assay
- Cakybumpun Ot 95,0% po 105,0% BancaptaHa ot | 1019 o, BancapTaHa oT
- BancapmaH HOMUHaNbHOro COAEPKAHNA HOMUHANBLHOTO COAEPKaHUS.
MepsuuHasn ynakoska: no 14 Tabnetok B | MNepsuuHas ynakoska: no 14 TabneTox
| Bavctep ns MBX/MBOX v aniomuHunesoi | B Onuctep  u3 NBX/MBOX w
y toneru. anioMUHWEBOW (PONLIA.
nakoeka X .
7 Packin | BropuuHaa ynakoeka: no 2 wnu 4 | Bropuunas ynakoska: no 2 Gnwctepa
g | BnucTtepa BmecTe C WHCTpYKUWER no | BMecTe c VHCTPYKLUMER no
| megmnumHcKkomy NPUMEHEHWIO B | MEAULMHCKOMY NPUMEHEHUID B
} KapTOHHYO Nadky. KapTOHHYHO NaYky.
(Native) Information Print Date 13 May 2021 Page 2 of 4 Business Use Only « ESOPS D2
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NuueHsns Ha ocylulecTBNEHUE NPOM3BOACTRBA NeKapCTEEHHbIX cpeacTs Ne00153-MNC ot 09 HosBpsa 2015

rona

Doc No. : FRM-8015490
Version : 4.0

AHanMTUYeCcKKI NacnopT Ha roTOBYH NPOOYKLUMIO

00 "Hosapruc Hesa"

Hopora e KameHky, 4.40, kopn. 3,
nat. A, nat. b

194362, Poceun, CankT-MNetepbypr

KoHTpone kayectea

TenedoH: +7 812 336 9891

Homep nacnopra: .
S 4-187-0421 Bepcus: 1.0
Ne Mokaszatens® TpeGoraHue PesynsTart
Parameters Requirements Result
LonyckaeTcs Hanuuue KoHTpons | KoHTpoNb NepBWYHOIO BCKPBITUS Ha
NEPBNYHOrO BCKPbITMA Ha KapTOHHCW | KAPTOHHOW Nayke NPUCYTCTBYET.
nadke,
Ha 6nucTepe Ha pvCCKOM W aHrnuickoM | Ha  Gnwuctepe  Ha  DVCCKOM U
A3bIKaX VKa3biBAKOT: NOrOTUN KOMNaHWKU- | aHrNWACKOM A3blKkax YKadaHbl: NoroT1n
NPOW3BOANTENSH (Ha natuHuue), | KoMnasuu-NPoN3BOAMTENS {Ha
TOProBoe HaWMEHOBaHWEe, [A03WPOBKY, | NAaTUHWLE), TOProeoe HauMeHoBaHue,
BancaptaHn + Caxkybutpun, HoMmep | JO3UPCBKA, BancapTtaH #
cepun U party okoHdaHwa  cpoka | CakyBuTtpun, Homep cepuu 4 gata
roAgHOCTK (Ha pyccKOM f3blKe B BWAE: | OKOHYaHWs cpoka rogHocTu  (Ha
Cepua No/ TomeH po). [Oonyckaetcs | pycckom s3elke B Buae: Cepua Ne/
HAHECEHUE BHYTPEHHWX YNakosOYHbIX | FOAEH A0), BHYTPEHHWE YNakKoBOYHbIE
KOZO0B KOMMaHuw, KoA4bl KOMAZHUMN,
Ha KapTOHHOW nadYke Ha DVCCKOM W | Ha kanToHHOW nadyke Ha DYCCKOM U
aRrMUACKOM A3bIKAX VKa3blBaKT: | aHINWACKOM A3blKax Via3saHbl: NorotTvn
NOroTUN KOMNAHUW-NPOU3BOAUTENS (Ha | KOMNAHWUW-NPOM3BOAWUTENA (Ha
naTuHULE), Toprosoe HauMeHOBaHue, | naTUHWUE), TOProBOE HauMeHoBaHWe,
OO3NPOBKY, nekapcTBeHHylo opmy, | [o3vpoBKa, nekapcTBeHHas dopMma,
Bancaptan + Cakrybutpun, HaasaHwe u | Bancaptan + CakyButpun, HasgaHue
cofdepaHve AeWCTBYHOLWEro BELWECTBa | u coaepxaHue AeWCTBYOWErD
8 1 tabnerke, HoOMep perucTpaunoHKoro | sewectea B 1 TabneTke, HoMmep
YyAOCTOBEPEHWA (Ha PYCCKOM A3blke), | PEMUCTRAUMOHKOIO  YAOCTOBEPEHWA
8 MapkupoBka Konu4yecTso TabneTtok B ynakoske, «[nA | (HA PycCKOM  A3bIKE), KONWYECTBO
Labelling npuema BHYTPbY», «XpaHUTb B | Tabnetok B ynakoBke, «[nA npuema
HeAOCTYNHOM  ANSs  AETEeN  MecTe», | BHyTPb», «XpaHuTb B HEOOCTYMHOM
«MoapobHble ykazaHua nNo NnpumeHeHw:o | Ana  getein  mecte», «[logpobHele
npenaparta nNpvBeaeHbl B NPUNOKEHHOW | yKa3aHusa No NpuMeHeHWo npenapara
VHCTPYKUWWY», HauMeHoBaHWe W agpec | npueedeHsbl B NPUNOXEHHON
(ropoa, cTpaHa) KOMMNaHun- | UHCTPYKLMKM», HAMMEHOBaHWe 1 aapec
npon3escauTeNs (BBINyCKaloWwWA | (ropoa, cTpaHa) KoMnaHmm-
KOHTpOMb KadecTea), yCnoBeus | npoussoguTens (BbINyCKAOWMWA
XPaHEHWA, YCMOBWUA OTNYCKA, HOMEP | KOHTPONk KauecTsa), ycrnoswa
cepwn, pAdaTy npowu3BOACTBA W AaTy | XpaHeHWs, YCNoBWS OTNycka, HOMEp
OKOHYaHWA CpOka roAHOCTU, WTPKMX-KoA. | cepuw, Aata nNpousBoAcTBa W garta
[onycrkaeTcs HaHeceHWe BHYTPEHHWUX | OKOHYaHWUA CpoKa roAHOCTW, LWTPUX-
YNaKoBOYHbIX KOAOB KOMNaHWK, KO, BHYTPEHHWE YMakoBO“Hble KOoAabl
[ononHutensHo MoryT BbiTb HaHeceHbl | KOMAaHuu,
cpeacTea WaeHTUUKaLMn ans | HaHeceHsl cpeactsa UAOEHTUDUKALKMA
MOHWTOPUWHra ABVKEHWA | Ana MOHWTOPWHTa OBWXEHNA
NeKkapCcTBeHHbIX npenapaTtos Ana | NeKapcTeeHHbIX npenapartoe ans
MeQULIMHCKOro npumMeHeHnn oT | MeanuynHCKoro npumMmeHeHuA oT
npou3eoanTens 4o KOHEYHOro | NPOVN3BOAUTENA no KOHEYHOro
notpedurens. ) noTpeburens,
9 éf;:::“e Mpu TemnepaTtype He Bbiwe 25°C,
Cpok rogHocTH
| 4, | (lepUoAMHEGYL 3 roga 3 roga (31.03.2024)
KOHTpOnA)
‘ Shelf life (Frequency of ) -
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AHaNUTUYECKUIA NAcNOPT HA FOTOBYH NPOAYKUMIO

NMUUEeH3NA Ha OCYLIECTBNEHWE NPON3BOACTBA NEKAapCTBEHHbIX CPeACTB N200153-NC ot 09 Hosbps 2015 OO "HosapTuc Hesa"

rona Aopora B Kamerky, a.40, kopn. 3,
naT. A, muT. B
194362, Poccus, CankT-MNeTepbypr

2 336 9891

TenedoH: +7 81

et KOHTPORMB kayecTsa g 1 ‘
Homep nacigpra: 4-187-0421 Bepcus: 1.0
Certificate number
Ne Mokasatens* TpeGosanue Pesynerar
8 - Parameters Requirements Result
control)

* . MUKPOBVONOrMYECKas YMCTOTa» He ABMRETCA PyTHHHBIM METOAOM aHANM3a U MOXET OTCYTCTBOBaTe B CEpTUdUKaTe
aHanuaa komnaHum

3. 3AKNKYEHUE
CONCLUSION

NlekapcTeeHHbIA Npenapart Honepuro, TabneTku, NokpbiThle NNeHo4How 0GonoYKon 50 mr Ne28, Homep cepumn
LH57760421, cooTeeTcTBYeT TpeGoBarNAM HOpMaTUBHOM AOKyMeHTaLuK NN 003532-250318, MameHeHve Ne 1,27
3.4, 5.
o Crapwwi cneuuanuct no _ -
VTE@_PH““ | xoHTponio kavecTBa Anexcees b.O. (3 oS oY
Approved by = -
i - Lomwnocte (Fasition) k0 (Ful neme) Aara L&*ﬁf‘ e it
Version Description of change
(Bepcusa) (OnucaHue nameHeHun)
1.0 Hoskih nacnopTt

(Native) Information Print Date:13 May 2021 Page 4 of 4 Business Use Only « ESOPS D2



' NOVART

]

I S MNpousBeneHo:
000 #HopapTuc Hesa#
[opora B KameHky, A4.40, kopn. 3, nuT. A,

mt. B
194362 CanxT-MNeTepbypr
VIHOMBWZYanbHbLIA HOMEP: 2405211936
[acnopT Ka4yecTBa
HaumeHoBaHWe nNpoaykKTa: IOMEPKMO TAE M/MO 50MIT Ne28
NekapcTBeHHas copma: TaBreTky, NoKpLITbIe NNEHOHHON 0BONOHKON
Tun ynakoBKK: BNUCTEP
Pasmep ynakoBkW: 2 WT x 14 WT Homep GMP NeGMP-0151-000292/18
ceptudbukara:
Koa matepuana: 44086009 Tun BbINYCKAa: Bbinyck Ha pbIHOK
BHYTpEeHHWIA HOMEpP Cepum: LH5776 MeuaTHbl HOMep LH57760421
cepun:
[NaTta npouseoacTea: 19-AMNP-2021 [aTa Bbinycka: 24-MAN-2021
FlogeH go: 31-MAP-2024 Bbinyckaemoe 8634 LLUT
KOMUUYeCcTBO:
MNpou3eoacTBeHHas nnowaanka: OO0 "HosapTuc Hesa'
[Oopora B Kamerky, 4.40, kopn. 3 nuT. A, nut. B
194362, Poccun, CankT-MNeTepdypr
BhInycKaroLWmUii KOHTPONb 000 "HoeapTuc Heea"
KayecTBa Nopora B KameHky, 4.40, kopn 3 nuT. A, nut. B
194362, Poccuga, Carkr-MeTepbypr
KoHTponb KayecTBa: 00O "HopapTuc Hesa"
Jopora 8 Kamenky, 4.40, kopn. 3, nut A nut. B
194362, Poccus, Cankr-MeTeplypr
CTpaHa-umnoprep: HoMmep perucTpalUoHHOTO yAOCTOBEPEHUA.
Poccus nn-003532 OT 25.03.2016
KoMMNoOHeHTbI:
HaumeHoBaHue martepuana: KONEPWMO TAB MN/MNO 50MIC
Koa maTtepuana: 42027180 HepacdacosaHHslit npoaykT  Homep cepuu: LGB715
Obuwee kKonU4ecTBo 242572 WT
HepacdpacoBaHHOMO MPOAYKTAL
Mpou3BoACcTBEHHAs nnowapka: OO0 "HosapTuc Hesa"
JNopora & Kamexky, 4.40. kopn. 3, nuT. A nut. B
194362, Poceus, CaHkr-MeTepdypr
|
Ctparuua: 1/2 MNoanucaHo 3NeKTPOHHO B COOTBETCTEUM C NoNUTUKOW CaH403 No 3NeKTPOHHBIM noganucam




MNpousBeneHo:

L'} N OVA RT I ‘S 000 #HopapTuc Hepa#
Iopora B Kametky, A.40, kopn. 3, nvT. A,

mT. B
194362 CaHnkr-MNeTepbypr

WHavBuayanbHeId HoMep: 2405211936

[NacnopT KayecTBa

i HanmeHoBaHuWe npoaykra: KONEPKMO TAE M/NO 50MIM Ne28

| Koa matepuana: 44086009 BHYTpPEeHHUN LH5776

l HOMEP Cepun:
KOMMNOHEHTbI:

HaumeHoBaHWe maTepuana: CAKYBUTPUNA W BANCAPTAHA CYB-MOP.

Kop matepuana: 40005801 Papm. CybeTaHyna Homep cepuum: B606062
MNpouzsoacTBeHHas nnowanka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWsenyapus
Cepusa npoussogutens: C0394
3aKnwveHue

HacToAwmnm A NoATEERKAAI, YTO yKadaHHad MHAopMaLUs SBARETCS JOCTOBEPHOW W ToUHOU. Cepua NpoaykTa, yrkasaHHans Bollle
| Gbina Npon3eeaeHa, ynakoBaHa W NPOKOHTPONWPOBaHa Ha NPOW3BOACTBEHHEIX NNOWaAKaX, YkadaHHbIX BbiLLE, B/ NOMHOM
COOTBETCTEMW © TpeBosaHmamMN NoxansHex Mpasun Hagnexalien NpouaBOACTBEHHON NPaKTUKA 1 PerucTpaunoHHOro A0Cke.
3anuecu No NPOU3BOACTBY, YNaKoBKE W KOHTPONMKO kadecTBa GblNi COOTBETCTBYIOWMMU TPEGOBAHUAM

Mpasun Hagnexallen NPOU3BCACTEEHHOU NPAKTHKN.

KommeHTapui K cepTuchukaty:

B xone Nnpov3Bo4CTBEHHOMO Npouecca OTCYTCTBYHT OTKNOHEHUA, KOTOPbLIE MOTYT MNOBNWATE Ha BbINYCK NPOAYKUWK.

Cepua BbinyLeHa: TaTeAHa Bypaesa, YnonHomModeHHoe Nuuo
DNata / Bpems Bbinycka cepuu:  24-MAW-2021 /17:36:00 UTC

[arta / Bpems co3gaHua cepTudmrara:

17:36:37UTC

24-MAW-2021 /

CtpaHuua: 2/2 MognucaHo 3NeKTRPOHHO B COOTBETCTBUN ¢ NonuTikon CaHgo3 no 3NeKTPOHHEIM NOANKUCAR



