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Form to SOP-8013721

NMUUEeH3UA Ha OCyILECTBNEHUE NPOM3BOACTBA NeKapcTeeHHsx cpeacTs Ne001563-N1C ot 09 Hoabpa 2015

roaa

Doc No. : FRM-8015490
Version : 4.0

AHanuTUYecKnin NacrnopT Ha roTOBYHO NPOAYKLMUIO

00 "Hosaptuc Hesa"

[opora B Kamexry, 4.40, kopn. 3,
nuT. A, nutT. B

194362, Poceusa, CankT-Nertepbypr

TenedioH: +7 812 336 9891

Homep nacnopra:
Centificate number

KOHTpOﬂb Kayecrtsa

4-206-0421

| Bepcus: 1.0

1. OBLWASA UHOOPMALIUA
GENERAL INFORMATION

Product Name

HauMeHoBaHMe NPoayKUMUMK!

Honepuo, TabneTky, NokpbiTble nneHo4Hon o6onoykoi 100 mr Ne28

Checked against

HDOBEDEHO Ha COOTBEeTCTBUE C!

Mr)

Wamenernne Ne 1 o1 13.10.2016
WNameHeHre Ne 2 o1 26.12.2017
MNameHerne Ne 3 o1 22 01.2019
MameneHne Ne 4 o1 21.08.2019
NameHeHne Ne 5 ot 26.06.2020
MNameHeHue Ne 68 oT 16.12.2020

nn 003532-250316 KOnepwo, TabneTku, NOKpbITbie NNEHOYHOW 060M04KOR
50 mr (25,7 mr+24 3 mr), 100 mr (51,4 mr+48.6 mr), 200 mr (102,8 Mr+97,2

(Cneundvkauma kadvectsa Ha KOnepuo, TabneTkn NOKpbITbiE NNEHOYHOW
oBonoykow 100 mr Ne 28, Ne 56 SPEC_FDF_00094946, sepcusn 4.0)

BHyTpeHHun ko Homep cepum
HepaccacoBaHHOW npogykummn: | 42027181 HepaccacoBasHoW npogykumuu: LG9696
Product Code Balk Batch Number Balk T g
BHYTpeHHUM KOA YNakoBaHHOW Homep cepuu’ynamaanno%'
NpoayKUMK: 44086016 NpoayKUUU: LH71980421
Product Code FDF Batch Number FDF
Data npou3BoacTea: 23.04.2021
Manufacturing Date T
. Pasmep cepun 3a BbIYETOM
Pasmep cepuu: 8 497 yn. Npo6: B 484 yn.
Batch Size
Batch size without samples
2. NONYYEHHbIE PE3YIIbTATHLI
TEST RESULTS
No MNMokazarens*® TpeboBaHue Pesynstar. e
o Parameters Requirements ‘Result el
OBanbHble  ABoAkosbiNyknble  Tabnetkw, | OBankHble ABOAKOBBINYKbIE TabneTku,
NoKpbITbIE NNEHOYHOW 06GONOYKOW CBETMO- | NOKPbITEIE  NNeHoyHow — oBonoukon
1 Onucanue wenToro ueeta c dpackoi, Bes puckn. Ha | ceBeTno-xkenToro upeTa ¢ dackon, Bes
Appearance 2 Ll ' P ) 4 '
OAHOW CTOPOHE HaHveceHa rpaeupoBka «L1», | puckM. Ha OfHOW CTOpPOHE HaHeceHa
Ha apyro- « NVR», rpasuposka «L1». Ha apyron- «NVR».
WMK-cnekTp ucneityemoro ofpazua B obnactu
oT 1850 go 1650 cm' no NOMOXEHWH W
npotunio  NoNec  NornoweHus  JOom«eH VK. CootaeTcTayer
cooTeeTcTBOBaTh WK-cnexTpy crtanpapTHOro
obpazua Cc xapakTepucTU4YecKoW nonocow
MNoanuHHOCTL nornoweHus okono 1712 cm-!
2 Identification Bpemsa yoepxuBaHUs OCHOBHbIX NUKOB Ha
- Cakybumpun XpOMaTorpamme  UCNbLITYEMOro  pacTeopa
= BancapmaH AO0NMMHO COOTBETCTBOBATb BRPEMEHN
yaepuBaHus MNUKOB Bancaprasa M| B3X CooTeeTcTayeT
cakybutpuna Ha XpomaTorpamme
cTaHOapTHOro pacreopa Ta.
OTnuue BO  BpemeHax  YAepKMBaHUA
[ONM¥HO cocTaenATe He Bonee £ 2 0% J
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Form to SOP-8013721

Doc No. : FRM-8015490
Version 1 4.0

AHanuTUYeCKMI NACNOPT Ha rOTORYIO NPOAYKLMIO

NMuueH3Ius Ha ocylwecTRNEH1e NPOUIBOaCTEa nekapcTeeHHsix cpeacts NeO0153-/1C oT 09 HoAGps 2015

QO "HosapTtuc Hena"

rona Hopora s Kamenky, 4.40, kopn. 3,
nutT A, nat. b
194362, Pocens, Cankt-NeTepBypr
Tenedon: +7 81_2 3__36 9891
KoHTpons KayecTtea bt bk e DL i G
J Hoksh seorprs: 4-206-0421 | Bepeus: 1.0
Neo Mokazartens* Tpeb6oBaunue Pesynbrar W
7 Parameters Requirements Result
He meHee 80% (Q) cakyBurpuna S . &
. o cakybutpuna uepes 30 MuH;
5 | PacTeopenue vepes 30 Muk; atl
Dissolution He meHee 80% (Q) BancapraHa 100% Bancaptara Yepes 30 MuH
vepes 30 MuH
MeToan 1. XupanbHas YicToTa Tpumecy cakyGurouna:
' - 534-06 — He obHapyxeHo
‘ Mpumecw cakyButpuna: - 535-08 - He oBHapyxeHo
- 536-06 — He oBHapyxeHo
- 534-06 ~ He Gonee 0,2% P
- = o 0
J ggg gg :e go;ree 8'50;0 Movmeck BancapTaHa:
. =EERRAEE Naeie - CGP 49309 — He o6HapyxeHo
Mpumecu Bancapraxa:
PoacTeenHble | . CGP49309 - He 6onee 1,0%
4 ApHMACE Meton 2 Onpepenetxue NDOAVKTOB [pumecu cakyButpyna:
Related T m' - 900-04 - wmeHee npegena
substances e Konu4ecTseHHoro onpegenexus (0,1%);
! Mpumecu cakyBuTtpuna: Tpvmecun sancapTaHa:
-EAvHnuHan  HenpeHTUdWUMpOBaHHARA
- P 0,
J 900-04 — He Bonee 0.7% npUMecs _ HBHEE npenena
[pvmecu BancapTaHa: Konu4yecTserHoro onpeaenenus (0,1%);
EavhnuHas Hecneyucpuumpyemas npumecs — | -Cymma HeWAeHTUDUUMPOBAHHBLIX
He Bonee 0,2% npumecen (ucknwouas 900-04) — meHee
w Cymma npoayKTOB AecTpykuwm (uckniouas | npegena KONNUYECTBEHHOIO
[ 900-04) — He Bonee 0,5% onpegenexus (0,1%)
' OaHOPOOHOCTL
ApAnpai g Cakybutpun: AV = 2 4;
5 Uniformity of AVE150
f - ]
dosage units Barcapran: AV =25
- cakybumpun
- 8ancapma )
KonuyecteeHHo | 01 950% a0 1050% caky6utpuna ot | 101.1 % caky6utpuna ot
e onpeneneHuve HOMUHAMNBHOrO COAEPKaHNA HOMUWHaNLHOTO CoAEPMKaHNA;
6 | Assay
- cakyGumpun Or 950% amo 1050% BancaptaHa OT | 100 9% sancapTaHa 0T HOMUHANBHOMO
- gancapma HOMWHANBLHArO COAEPXaKUR copepKaHns.
MepBuuHas ynakoska: no 14 TaGnerok & | [lepBUYHAR vNaKoBKa: Mo 14 TaBreToK B
Gavcrep w3 MNBX/MBAOX u anomukuesoin | Bnuctep n3 nex/megx ]
dhoneru. anMUHNEBOW RO,
. Bropuykas ynakoska: no 2 wnu 4 6nuctepa | BTopwuHas ynakoeka:w no 2 Bnucrepa
7 Packin BMECTE C WHCTPYKLMEW No MeguLUHCKOMY | BMecTe g WHCTPYKUWER no
g NPUMEHEHMIO B KGPTOHHYH NauKy. MEAULWMHCKOMY NPUMEHEHMIO B
[lonycKkaeTCA Hanuume KoHTPONA NePBUYHOrD | ok OHHYIO NauKy.
Y Fontp P KOHTpONk NEPBUYHOTO BCKPLITWS Ha
BCKPbLITUA Ha KAPTOHHOW Nadke. B,
KapTOHHON Na{ke NpWCYTCTBYET.

{Native) Information_--i:’_ri‘hf Date:21 May 2021
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Form to SOP-8013721

Nuuenann Ha ocywecTaneHue nponssoacTea nekapcTBeHHbix cpeacts Ne00153-11C ot 09 HoAGpa 2015

rona

Doc No. : FRM-8015490
Version : 4.0

AHanUTUYeCKMU NACNOPT Ha rOTOBYK NPOAYKUMIO

OO0 "Hosapruc Hesa"

[opora B KameHiy, o 40, opn. 3,
T, A, nut. B

194362, Poccua, CaHkT-Mertepbypr

Tenedon: +7 812 336 9891

KoWTpors kauecTea

o a:
Howmep nachgpy 4-206-0421 Bepcus: 1.0
Ne MNokazatens* TpeboBaHue PeaynbTar
Paramelers Requirements Result
Ha Onucrepe Ha pvcckom WM aHrnuickom | Ha BNUCTEDE HAa DVCCKOM W aHrAMACKOM
A3blKax VKasbiBatT: MOroTN  KOMMN@HWW- | A3bIKAX _VKa3aHbl NOroTWA KoMAaHuu-
| Npov3BOAMTENA (Ha naTWHWUE), TOProBoe | NPov3BoAUTENA (Ha natusuue),
HaumeHoBarue, A03vposky, BancaptaH + | TOProsoe HaWMEHOBAHWE, A03MPOBKa,
‘ Cakybutpun,  +Homep cepuv u  pgaty | Bancaptan + CakyButpun, Homep
OKOHYaHWA Cpoka rOAHOCTM (Ha PYCcCKOM | CepuM UM OaTa  OKOHYaHWA  Ccpoka
A3bike B8 Buae: Cepua Neo/ logeH [o). | rogHocTw (Ha pycckom fA3blke B BUAE:
HonyckaeTtcs HaHeceHwe BHyTpeHHWX | Cepua No/ [oaeH [J0), BHYTPEHHWe
yNaKoBOYHbIX KOAOB KOMMAHWK, YyNakoBOYHbIE KOALI KOMNAHWK,
Ha KkapToHHO# Nayke Ha DVCCKOM M | Ha KADTOHHOW Maduke Ha DVCCKOM W
AHTIWACKOM  A3blKax VKA3bIBAKT: NOMOTUN | aHIIUACKOM S#3bIKaxX VKA3aHLl NOroTun
KOMNaHUM-NpOM3BOANTENR  (Ha NaTtUHWUE), | KOMNaHUKW-NPOW3BOAUTENSR (Ha
Toprosoe HaumeHoBaHue, AO03MPOBKY, | NaTuHWLE), TOpProBce HauMeHoBaHue,
nekapcTeenHylo  opmy, BancaptaH + | 4O3WpOBKa, NEKapCTBEHHAs thopma,
Cakybutpun, HasBaHwe W  coaepxaHue BancaptaHn + CakyButpun, HassaHue u
AevcTeytowero Bewectsa 8 1 TabneTke, | copepxaHue AEWCTBYHOLLEro BellecTsa
HOMED PEerucTpauuoHHOro YOOCTOBEPEHUA | B 1 Tabnetke, HoMmep
(Ha pycckom si3bike), KONMHECTBO TabNEeToK B | PErucTPaUMOHHOrO YAOCTOBEPEHMS (Ha
8 MapkupoBka ynakoske, «[inA npuema BHYTpb», «XpaHWTk | pyccKoM A3bIKE), KonuyecTBo TabneTok
Labelling B HEJOoCTynHOM  Ans  JeTel  MecTe», | B ynakoske, «[ns npuema BHyTPb,
«[ogpobHble yka3aHws nNo  NPUMEHEHWIO | «XDaHWTs B HENOCTYNHCM ANA AeTen
‘ npenapata npuBedeHbl B NPUIOXEHHOW | MecTe», «[ofpobHele yka3daHua no
WHCTpykUu»,  HauMeHoBaHWe W agpec | NPUMeHEHWo npenapaTta npveeaeHsl B
(ropog4, cTpara) KOMAaHUM-NPOMIBOAUTENR | NPUNOKEHHON UHCTPY KUY,
(BBINYCKaOWMA KOHTpONb Kadectsa), | HauMeHosaHue 1 agpec  (ropog,
YCNoBWsA XPaHEHWS, YCNOBMA OTMNYyCKa, HoMep | cTpaxa) KOMNaHWW-Npou3BoANTeNs
ceépwvn,  [aty  MpoOW3BOACTBA U AaTy | (BbiNycKalWMA KOHTPOMbL  KaqecTsa),
OKOHYaHWA CpoKa roAHOCTH, LUTPUX-KoA. YCNOBWUA XpaHeHWs, YCNOBWSA OTNyCKa,
HonyckaeTtcs HaHeceHune BHYTPEHHWX | HOMEp cepuW, AaTa NPOU3BOACTBa U
yNaxKoBOYHbIX KOQOB KOMNaHWK. [aTta  OKOHYaHWA  CpoKa roOHOCTH,
HAononHuTensHo  MOryT  ObiTo  HAGHECEHb! | WTPUX-KOA, BHYTPEHHWE YNakoBO4HEI
CpeAcTBa UAeHTUdUKALUMM ANA MOKUTOPKUHIA | KOl KOMNaHWA.
ABWKEHWS NekapCTBEHHbIX nNpenapaTtoe AnA | HaHeceHsl cpeacTBa uAeHTUdMKauum
MeOUUUHCKOro npumMeHeHns oT | AnA MOHWTOPWHIA OBWXEHWA
NPOM3BOANTENA A0 KOHEYHOro NoTRebUTENA. | NEKAaPCTBEHHbIX npenapartor ans
MeLULUWHCKOTO npUMEHeHna oT
NpPon3BOAUTENS ao KOHEYHOTO
) notpeburens. .
9 élf:'r:;:”e Mpu TeMnepaType He Boiwe 25°C.
Cpok rogHocTH
(NepnoanyHocT
10 | gpoproona) 3 rona 3 ropa (31.03.2024)
(Frequency of
l control)
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U NOVARTIS Doc No. : FRM-8015_490
Form to SOP-8013721 e &
AHanMTUYeCcKUn NacnNopPT HA rOTOBY K NPOAYKLUIO

JluyeHann Ha ocyllecTBneHIe NPOM3IBoACTaa NeKapCTBEHHbIX cpeacTs Ne00153-NC oT 09 HoAbpA 2015 OO "HoeapTuc Hesa"
roaa Nopora 8 KameHky, n.40, kopn. 3,
nut. A, nut. b
194362, Poccua, Cankr-MNeTepbypr

Tenedon: +7 812 336 9891
KoHTpons KayecTtsa I A

Homep nacegss: 4-206-0421 Bepcus: 1.0

3. 3AKNHYEHME
CONCLUSION

NexapcTBeHHbIA npenapat Knepwuo, 'ra6ne‘ﬂ<m, nokpbITele NneHouvHown oBonoukon 100 mr Ne28, Homep cepum
LH71980421, cooTsetcTayer TpeGoBaHUsM HOpMaTUBHON AokymerTaumu NN 003532-250316, MaMeHeHve Net, 2,

3,4,5 86 7
| Crapwwit CreunanucT no 7
A E.O. P 5 #
Yteepaun KOHTPONIO KauecTea nexcees 5.0 209 203k . e 4
Approved by . ::?_}{/ j
Honxrocts (Paosition) DUO (Full name) o Hora (Date) o~ .?4 : nuce (Signature)
‘:“n ,‘i‘?{
Version Description of change o Homy
(Bepcus) (ONMcaHue UameHeHniA) kel
1.0 Hoebt nacnopt
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(' » N OVA R T I S MpouseeneHo:

000 #HoeapTuc Hepa#

fopora B Kamehky, 4.40, kopn. 3, nuT. A,
nut. b

194362 Cankr-MeTtepbypr

WHoveKuayansHein Homep: 2505211508

[lacnopT kayecTBa

HanmeHoBaHue npogykra: FOMEPWO TAB MN/MO 100MI™ Ne28
IlekapcTBeHHan hopma: TabneTku, NOKPLITLIE NNEHOMHOM 06oNoYKoH
Tun ynakosku: BNNCTEP
Pa3smep ynakosku: 2WT x14 WT Homep GMP NeGMP-0151-000292/18
cepTucmkara:
Kon marepuana: 44086016 Tun BbInycka: Bbinyck Ha pbIHOK
BHyTpeHHMI1 HOMep cepuu: LH7198 MeuatHLin Homep LH71980421
cepuu:
Harta npoussoacTtea: 23-ANP-2021 Hata BbInycka: 25-MAN-2021
Fopex po: 31-MAP-2024 Bbinyckaemoe 8484 LUT
KONU4YecTBO:
NpouseoacTBeHHan nnowaaka: 000 "HoeapTuc Hesa"
DNopora B Kameriky, 0.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CarkT-MeTep6ypr
BbinyckalowmMin KOHTponb 00O "HoeapTuc Hepa"
KadecTBa [lopora B KameHky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkT-MeTepbypr
KoHTponb kavecTtBa: 00O "HoeapTuc Hesa"
Hopora B Kamewky, 0.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankr-MeTepbypr
CrpaHa-umnoprep: Homep peructpaumoHHoro ynoctosepeHus:
Poccus IN-003532 OT 25.03.2016
KomnoHeHTbI:
HaunmeHoBaHue maTepuana: FOMEPWMO TAB M/No 100MIr
Koa matepuana: 42027181 HepacdacosaHHblit npogykt  Homep cepum: LG9696

Obwee KonuyecTeo 239011 WT

HepacchacoBaHHOro npoaykTa:;

MpoussoacTeeHHan nnowaaka: 000 "HosapTuc Hesa"
Hopora 8 KameHky, 0.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkt-MeTepbypr

CrpaHuua: 1/2 MoanMcaHo 3NeKTPOHHO B COOTBETCTBUM C MOMUTUKOI CaHpo3s no aNekTPOHHLIM NOANMCAM



NpousseneHo:

w% NOVA RTIS 000 #Hosaptuc Hesa#

Hopora 8 Kamewky, 0,40, kopn. 3, nuT. A,
nuT. B
194362 CaHkr-NeTepbypr

WHaveuayansHeid HoMep: 2505211508

[lacnopT kauecTBa

HaumeHoBaHue npogykra: HOMEPWO TAB M/MO 100MI™ Ne28
Kopn matepuana: 44086016 BHYTpeHHMI LH7198
HOMep cepuu:
I
KomMnoHeHTLI:

HaumernoBaHue matepuana: CAKYBUTPUNA W BANCAPTAHA CYB-MOP.

Kop maTtepmana: 40005801 ®apm. CyGeTaHuma Homep cepuu: B606062
MpoussoacTBeHHas nnowagka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWeenuapus
Cepwua npoussoautens: C0394
3aknwyeHue

HacToswmm 7 noaTBEpKAalo, YTO ykazaHHas MHOPMaLMA ABNASTCA NOCTOBEPHOW 1 TOHHOW. Cepus npoayKkTa, yKkasaHHas Bbille
Beina npovssenera, ynakoaxa u MPOKOHTPONUPOBaHA Ha NPOU3BOACTBEHHbIX MNOLIAAKAX, YKA3AHHbIX BbILLE, B MOMHOM
COOTBETCTBMM C TpeboBaHnAMK NokanbHbIX MpaBuUn Hapnexallei NPOU3BOACTBEHHOI NpakTukn 1 PerncTpaunoHHoro gocke.
3anucu no Npou3BOACTBY, ynakoBKe W KOHTPOMIO kavecTsa Gbinn COOTBETCTBYIOLIMMU TPEBOBAHWAM

Mpaeun Hagnexalen NPoU3BOACTBEHHO NPaKkTUKK.

KommeHTapmit k ceptudmkary:

B xone NpoOM3BOACTBEHHOro npouecca OTCYTCTBYIOT OTKINOHEHWA, KOTOPbIE MOMYT NOBMAUATL Ha BbINYCK NpoayKUuWuu,

Cepun BbinywWweHa: TatbaHa Bynaesa, YnonHomoueHHoe AuLO
farta / Bpems Beinycka cepuu:  25-MAW-2021 / 13:07:44 UTC

Hata / Bpems coznanuna ceptudmkara:

13:08:33UTC

25-MAI-2021 /

CtpaHuua: 2/2 MoanucaHo aneKTPOHHO B COOTBETCTEUM C nonuTukon CaHOo3a No aNeKTPOHHbLIM NOANUCAM



