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Form tc SOP-8013721

AHanNUTU4YECKHMM NMacnopT Ha roToOBY NPOAYKUUIO

NMULEHINA Ha OCYULecTBNEeHNE NPOUIBOACTBA NEKAPCTBEHHLIX CPEACTB Ne00153-NC oT 09 Horbpa 2015 OO "Hosaptuc Hepa"

rona [opora s Kameriky. 4.40, kopn. 3,
nut. A, nuT. B
194362, Poccus, Cankt-MNeTepbypr

Tenedon: +7 812 336 9891
KoHTponb ka4ecTea L : Sk

Homep nracnopra: o
Certificate number 4-44-0121 Bepcusa: 1.0

1. OBLWLAA UHPOPMALIKA
GENERAL INFORMATION

HaumeHoBaHWe npoayKuuu:

6 A ¥ o
Bt Nake Onepwo, TaBneTky, MOKPbIThIE NNEHOYHON 0GoNOUKON 200 mr Ne28

TN 003532-250316 tOnepuo, TabneTkw, NokpeIThie NNEHOUHON oBonoykon
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 Mmr+48.6 mr), 200 mr (102.8 mr+97.2
Mr)
. MameHeHwe Ne 1 o1 13.10.2016

MpoBepeHo Ha cooTBeTCTBWE C: | MameHeHve No 2 o7 26.12.2017
Checked against WameHerme Ne 3 o7 22.01.2019
WameHeHune Ne 4 ot 21.08.2019
Wamererve Ne 5 ot 26.06.2020
Cneuudukaums kavectBa Ha HOnepuwo, Tabnetkn nOKJeITble NneHoYHoN
oBonoukoi 200 mr Ne25, Ne56 SPEC FDF_00094953. sepeus 3.0

BHYTpPeHHMI KOO, Homep cepun
HepacgacoBaHHOM npoaykummu: | 420271789 HepacdacoBaHHON npoAykuuu: LBE128
Product Code Balk Batch Number Balk
BHYTpeHHUNA KOO YyNaKkoBaHHOM Homep cepuu ynakoBaHHOM
npoayKumnm: 44085997 npoayKuuu: LD01470121
Product Code FDF Batch Number FDF
[aTta npou3BoacTBa: 18.01 2021
Manufacturing Date T
- Pazmep cepun 3a BbIYETOM
| Paamep cepun:
Lia.‘ch sl 4124 yn. npo6: 4107 yn.
Batch size without samples

2. MONYYEHHBIE PE3YNbTATbI

TEST RESULTS
Ne MokaszaTens” Tpebosanue PesynbTat
Paramelers . Requirements Result
OBanbHble  OBOsKoBbINyKNbie — Tabnetkw, | OsaneHbie [ABOAKOBbINYKNbIE
NOKPbLITblE MMeHo4HoW oBonoYkol CBETIIO- TabneTky, NOKPbITbIE  MNNEHOYHOW
4 Onucaxue poacBoro ugeta c chackon, Hea pucku. Ha | obonodkor CBETIO-PO3CBOrO LeeTa
Appearance CAHOW  CTOpOHE HaHeceHa rpaevposka | ¢ ackod, Ges puckv. Ha ogHon
«L11», Ha gpyron- «NVR». CTOpOHE  HaHeceHa  rpaevpoBka
«L11», Ha gpyron- «NVR».
WK-cnekTp ncnbityemore obpasua B ofnactw
oT 1850 po 1650 cwm' Mo MONOXEHWO W
npocuni0  NONOC  NOTMOLIEHMA  AOMKEH |\ oo parcrayeT
cooteeTcTROBATE WMK-CcnekTpy cTaHaapTHOroO
MNoAnNUHHOCTL ofpa3la C XapakTepucTUYeckou nonocow
Identification nornoweRvs okono 1712 cm ™.
5 Bpems yAepxMBaHus OCHOBHbIX NUKOB HA
XpOMaTOrpamMme  WCMbITyeMOrO  pacTaopa
- Cakybumpun ACMXHO COOTBETCTBOBATL BPEMEHU
- Bancapman yAepKUBaHIS nukoB gancapraHa M | BoyX CootsercrayeT
cakybuTpuna Ha xpomaTorpamme
cTaHpapTHOro pacTsopa 71a
CTnnyve Bo BpEMeHax yaepxueasdna
[OMKHO COcTaBNATh He Bonee + 2.0% J
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NOVARTIS

Form to SOP-8013721

MUUEHINA Ha ocyllecTeneHe NPoU3BOACTEA NEKaPCTBEHHBIX CPEACTs NeQ0153-NC ot 09 Hosbps 2015

roaa

Doc No. : FRM-8015490
Version : 4.0

AHaNMUTHUYECKUIA NACMOPT HA TOTOBYH NPOAYKUMWIO

00 "HosapTtuc Hesz"

[opora 8 KameHxy, A.40, kopn. 3,
nuT. A nuT. B

194362, Poceus, CaHkr-Metepbypr

TenedoH: +7 812 336 9891

KoHTpons kadecTsa

“Homep nacnopra: = .
Certificate number 4-44-0121 Bepcna: 1.0
Ne MNokasarens* TpeGoBaHue PeaynbTtar
il Parametlers Requirements Result
He meHee 80% {Q) caxybutpuna y 5 %
: 86% cakybuTpuna 4epes 30 MUH;
5 | PacTsopeHue uepes 30 MuH; o CAKYOUTP p
Dissolution He menee 80% (Q) BancapTaHa 86% pancapTaHa yepe3 30 MUK,
yepes 30 MuH ~
[ Metoa 1. XvipansHas uucToTa
Mpumecu cakvbuTpuna;
MNpumecu cakvbutpuna: - 534-06 — He oBHapyxeHa,
534-06 — He Gonee 0,2% i o L
535-06 — He Gonee 0,2% i
536-06 — He Gonee 0,2%
[TpyumMecK BancapTaHa.
Mpumecy BancapTaHa: - CGP 49309 - He oBHapykeHa.
CGP 49309 - He Bonee 1,0%
PoacTBeHHble | Mowmecwu cakvBurpuna:
4 | MpuMecH | Metoa 2. Onpepgenewue _ NDOAVKTOB | dii-e = MERGE IHEIETS
Related substances AECTDVKUMK };gqtg;:)e?craemﬁoro QRPER=IERIS
Npumecu cakvbuTpuna: [Tpymecw BancapraHa:
-EgnHuYHan
-04 —He B 9
RO S DOTIRE TSR HenaeHTuduLMposaHHas npuMech —
[NpumecK BancapTaHa: MeHee npeaena  Konu4ecTBEHHOro
EauHudHas Hecneyuchuumpyemas npumecs — | OnpefeneHing (0,1%);
He Gonee 0,2% -Cymma  HenaeHTUOUUMPOBAHHLIX
CyMMa NpoAayKTos AeCTpyKuuW (Uckniodas npumecein (ackntodas  900-04) -
800-04) — He Bonee 0,5% MEHEE nNpedena KOoMWYECTBEHHOrO
onpeaenerus (0,1%)
OfHOPOAHOCTL f
[O03UpOoBaHus ) -
5 Uniformity of dosage | A\, < 15 ¢ CERIBHTEN: A= Bl
units ] ;
- Caky6umpun BancaptaH: AV =65
- Bancapmax
KonuyecTeeHHoe Or 950% po 1050% cakyBuTpuna oT 97.6% cakyBurpuna oT
5 ,anpenenE'.'HMe HOMWHANBHOrO CoaepaHna HOMWHanNeHOro CO,D,E'p)KaHMFi;
ssay
- Caky6umpun Ot 950% po 105,0% BancapTaHa oOT | 97 4% BancapTaHa ot
- Banicapman HOMUHanNbHOro CoOAePHKaHNA HOMUWHZNBHOMQ CoAepPKaHNns.
Nepswuras ynakoska no 14 Tabnetok B | [epsuyHas  vnakopka: no 14
6rvctep u3 MBX/MBOX v anomuHueson | Tabnetok B 6nuctep n3 NBX/MBOX
honbru. v anoMUHNEBOR (PONbLIX.
T BropwuHag vnakoeka, no 2 unw 4 Snuctepa | BropwuHas VNaKoBKa: no 2
7 Packing BMECTE C WHCTPyKUMER no meguuuHckomy | Brmctepa smecTe ¢ MHCTPpyKUMe# no

NPUMEHEHUIO B KAPTOHHYIO NadKy.

[onyckaeTca Hanuyue KoHTponsa Nepeu-Horo
BCKPBLITMA HA KAPTOHHOW Navke.

MeaNUMHCKOMY
KAPTOHHYHO Maqky.
KOHTponb NepBUYHOro BCKPLITUS Ha
KapTOHHOW NayKe NpUCyTCTBYET.

NPUMEHEHWIO B
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NOVARTIS

Form to SOP-8013721

flMueH3MA Ha OCYLLECTBEHNE NPOMIBOACTBA NEKapCTBEHHLIX CPEACTE Ne00153-NC ot 09 Hosbpa 2015

Doc No. : FRM-8015490

Version : 4.0

AHanUTUYECKUA NacnopT Ha TOTOBYH MPOAYKUUIO

00 "HosapTuc Heea"
[opora s Kamenky, 4.40, kopn. 3,

roaa
mT. A, nuT. B
194362, Pocecun, CanxT-NeTepbypr
Tenedon: +7 812 336 9891
I KoHTpone kadecTsa
HoMop DvpgTe: 4-44-0121 Bepcus: 1.0
Ne MokasaTenw* TpeboBaHue PesynbTaT
Parameters Requirements Result
Ha BnucTepe Ha DVCCKOM W aHrawisckom | Ha  Gnwuctepe Ha  DVCCKOM W
A3blKax VKa3blBawT: norotyan KOMNaHWK- | GHIIUACKOM A3biKax VK33aHbl:
L npov3soanTeNs (Ha NaTWHWUE), TOProsoe | NoroTUN  KOMMAaHWU-NPOUIBOANTENA
‘ HaumMeHoBaHWe, [O03wpoBKy, Bancaprad + | (Ha naTuHuue), TOprosce
CakyBuTpun,  HoMep  cepun 4 AaTy | HAUMEHOBAHWE, 40o3nposka,
OKOHYaHWA CPOKa rogHocTW (Ha pycckom | Bancaptadw + CakyOwtpun, HOoMep
sasike B euge. Cepua Ne/ TogeH o). | ceput U Aara OKOHYaHUs  CpoKa
HonyckaeTca HaHeceHne BHYTPEHHUX | TOOHOCTM (Ha pyCCKOM A3blie B BUAE!
l YyNAaKoBOYHbLIX KOLOB KOMMaHuu, Cepua No/ MogeH OC), BHYTPEHHWE
I Ha KapTOHHOW Nayke Ha  PVCCKOM W | YNakoBOMYHbIE KOAbl KOMAaHWA.
AHIIVIACKOM  R3bIKAX  VKa3blBalwT: Norotun | Ha KapTOHHOW Nayke Ha DYCCKOM w
KOMMaHWM-NPOVN3BOAUTENA (HA NaTUHWLE), | BHIIMACKOM A3bIKaX vKa3aHbl:
Toprosoe HauMeHoBaHWe, [03UPOBKY, | NOrOTUM  KOMMAHWU-NPON3BOAUTENR
\ﬂeKapCTBeHHyK} cdopmy, Bancaptan + | (Ka naTuHuLe), TOprosoe
CakyBuTpwn, HassaHue W COAEPXKaHWE | HAVMEHOBAHWE, [03UPOBKa,
neicTeyrowlero selwectea 8 1 Tabnetke, | nekapcTeeHHan dopma, BancapTaH
HOMEDP PErMCTPauuoHHOrO  YAOCTOBEPEHWUA | + Cakybutpun, HazBaHWe WU
(Ha pyccKkom A3biKe), KONMUYECTBO TabneToKk B | coaepxaHue AEeNCTBYHOLWEro
| ynakoske, «[INs MpUeMa BHYTPb», «XpakuTe | BeWeCTBa B 1 Tabnertke, HOMeEp
M B HEAOCTYNHOM 4NA  ASTEl  MecTe», | PerucTpauuoHHoro  yAOCTOBEPREHNS
8 ava,poana «MoapoBHble  yKazaHWs no  NpUMEHEHWo | (Ha CCKOM R3blKe), KONM4ecTso
Labelling P y P ; Py ‘
npenapaTta NpWBEABHbI B NPWUIDKEHHOW | TabneTok B ynakoeke, «Onsa nprema
VHCTPYKUWWY,  HauMeHoBaHwe W adpec | BHYTPb», «XpanwWTb B HeOOCTYMHOM
(ropop, CTpaHa) KomnaHwu-npowssoauTens | ANs neten mecter, «oapobHsie
(BBINYCKAOWNA KOHTPOIb KauyecTsa), | ykasaHus no NPUMEHEHWIO
yCRoBKS XPaHEeHWs, yCNoBWUA OTNycka, HOMep | npenapara npveeneHs! e
| cepud, AaTy  NPOW3BOACTBA W AATy | MPUNONKEHHON VHCTPRY KLU,
i OKOHYaHWA CPOKa rogHOCTW, WTPUX-KOA. HaumeHoBaHwe W agpec (ropod,
‘ Honyckaetcs HaHeceHue BHYTPEHHUX | CTpaHa) KOMNEKKW-NpON3BOAWUTENS
t yNaKoBOYHbIX KOAOB KOMMaHWK. (BbINYCKAMOLWIUA KOHTPONb KavecTsa),
‘ [dononHutensHo  moryT  BbiTe  HaHECEHbl | YC0BWA XpaHeHua, yCnoBusa
[ cpeAcTBa naeHTuduKkaLyM 4Na MOHUTOPUHra | oTnycka, HOMER cepvui, aarva
| [ABVKEHUA NeKkapcTBEeHHbIX NpenapaTtos And | Mpov3BOACTEA W [ATd  OKOHYaHWA
MEANLMUHCKOrO nprMEHEHMA oT | cpoka rogHOCTH, LWITPUX-KoA,
NpOMaBOAUTENSA A0 KOHEYHOro NoTpebuTens. | BHYTPEHHWE  yNakoBOWHbIE KOOI
KOMMaHWK.
. HaHeceHsl cpeacraa
! naeHTurkaum AnA MOHUTOPWHra
r OBUVDKEHWA neKapcTBeHHbIX
| npenapaToe OT NPoOW3BOAMTENR 0O
[ KoHe4Horo noTpedurens.
[9 XpaHeHue Mpw TemnepaType He Bbiwe 25°C.
Storage
. CpoOK rogHoCcTH
(MepnoOU4HOCTb
10 | KOHTpoOnA) 3ropa 3ropa (31.12.2023)
Shelf life (Frequency
| of control)
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NOVARTIS R

Form to SOP-8013721

AHanuTUYeCKMI NacnopT Ha roToBYH NPOAYKUMIO

JIMLEH3UA Ha 0CYLLEeCTBNEHWE NPOU3BOACTEA NekapeTeeHHsIx cpeacts Ne00153-NC ot 09 Honbpa 2015 0O "HosapThc Heea”

roaa Hopora B Kamenrky, 4.40, kopn. 3,
T, A, uT. B
194362, Poccus, Canxt-NeTepbypr

Tenedon: +7 812 336 9891

KoHTponb KavecTea

Homep macnopra: 4-44-0121 ! Bepcus: 1.0

Certificate number 1

g Mw<po6monorwecrcaq YUCTOTA» HE ABNAETCA PYTUHHLIM METOAOM 8HANW3a W MOXMET OTCYTCTBOBATL B CEDTMCDMKBTE
aHanuaa KomnaHu

3. 3AKNKOYEHUE
CONCLUSION

NekapcTaeHHblid npenapat HOnepuo, TabneTky, NokpbITele nneHouHoW oBonovkod 200 mr Ne28, Homep cepﬁ};;‘
LD01470121, cooTteTcrayeT TpeboBaHUsaM HOpMaTUBHOM AokymeHTauun NN 003532-250316, namexexne NQ},, .

3.4 5. P
KoopauHaTop UanKo-XUMUYECKOH . ) .
YTeBepgun naGopatopui Anexkcees B.O. 3G .02, VALY
Approved by
HomunocTe (Posilion) KO (Full name) Hara (Date) | , foanuce (Signature)
L
e
Version Description of change
(Bepcwua) (OnucaHue naMeHeHun)
1.0 HoBbli nacnopt if
3 e 1
[ 5| Yovaryy o Stay | 2 I
L B¥p gy o] = :;i
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Uﬁ?’ NOVARTIS MpousseaeHo:

000 «HosapTuc Hesa»
HNopora 8 KameHky, 4.40, kopn. 3, nuT, A,

nuT. B

194362 CaHkT-lMNeTepbypr

WHanBuAYanbHsIi Homep: 1203211416

[TacnopT kauecTBa

HaumeHoBaHue npogykra: FOMEPWO TABE M/NO 200MI™ Ne28
INekapcTeeHHas dopma: TabneTkn, NOKpeITbIE NNEHOYHOW 0BONOYKON
Tun ynakoBKu: BITNMCTEP
Pasmep ynakoBku: 2WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTudumkara:
Kog maTtepuana: 44085997 Tun Bbinycka: BbINyck Ha pbIHOK
BHYTpeHHWiA Homep cepuu: LD0147 MeyaTHbIM HoMep LD01470121
cepuu;
Hata npouaBoacTea: 18-AHB-2021 Hara Beinycka: 12-MAP-2021
logeH go: 31-0EK-2023 Beinyckaemoe 4107 WT
KONUYecTBO:
MpouseogcTeeHHas nnowaaka: 000 "HosapTuc Hesa"
[Nopora B Kamerky, 4.40, kopn. 3, nut. A, nuT. B
194362, Poccun, CaHkT-MeTepBypr
Beinyckarowuin KOHTponb 000 "HoeapTuc Hesa"
KadecTBa [opora B KameHky, 4.40, kopn. 3, nuT. A, nut. B
194362, Poccus, CaHkT-MeTepbypr
KoHTponb kadectBa: 000 "HoeapTtuc Hesa"
[opora B KameHky, 8.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkt-MNeTepbypr
CrpaHa-umnoprep: Homep pernctpaunoHHOro yaoCcTOBEepeHUs:
Poccus NnN-003532 OT 25.03.2016
KoMnoHeHTLI:
HaumeHoBaHue maTtepuana: KOMEPWO TAB M/NO 200MIC
Koa maTtepuana: 42027179 HepaccacosanHbii npoaykt  Homep cepuu: LB6128

O6wee Konu4ecTso 117251 WT

HepacchacoBaHHOro npoaykTa::

MpouseopcTeBeHHas nnowaaka: 000 "HoeapTuc Hesa"
[opora B Kamenky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankt-MeTepbypr

Crpanuua: 1/2 MoanucaHo aNeKTPOHHO B COOTBETCTBMM C NOMUTUKON CaHA03 Mo anekTPOHHLIM NoANUCAM




1 % ) 28 B - MNpouzBeneHo:
{ NOVARTIS 000 «HosapTuc Hesa»

Hopora B KameHky, .40, kopn. 3, nuT. A,
nuT. B
194362 Cankr-leTepbypr

WHaveuayaneHein Homep: 1203211416

[lacnopT kayecTBa

HaumeHoBaHue npopykTa: FOMEPWO TAB IM/MO 200MI™ Ne28
44085997 BHyTpeHHUI LDO147

Kopg maTtepuana:
HOMEp cCepuu:

KoMmnoHeHThI:

HaumeHoBaHWe maTepuana: CAKYBUTPUIA M BANCAPTAHA CVYB-MNOP.

Kopn matepuana: 40005801 ®apm. CybeTanuus Howmep cepuu: B583686
MpounseoacTeeHHas nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Weeiuapus
Cepwusa nponssoguTens: C0356
3aknoYeHue

HacTodAwmM s noaTeepxaat, YTo ykazanHan uHdopmauvs ABNAETCS AOCTOBEPHON 1 TouHoW. Cepuya NpoaykTa, ykasaHHas sbille
Bbina npousseaeHa, ynakoeaHa U MPOKOHTPONWPOBaHA Ha NMPOW3BOACTBEHHBIX MNOWAAKAX, YKA3aHHBIX BbILUE, B NOSHOM
CoOTBETCTBUM € TpeboBaHWAMUN NokanbeHeIX [1paBun Hagnexallen NPoU3BOACTBEHHON NPaKTUKA U PErucTpaLMoHHOro A0Che.
3anvcn No NpoM3BOACTBY, YNaKoBKE U KOHTPOMKD KayecTsa Bbinu COOTBETCTBYOWMMN TpeBosaHnam

Mpaeun Hagnexallei NPOU3BOACTEEHHOW NPAKTUKM,

KommeHTapum k ceptucthukary:

B xoae Nnpou3BoACTBEHHOrO NPOUECca OTCYTCTBYIOT OTKIOHEHUS, KOTOPLIE MOTYT NMOBNWSATEL Ha BbINYCK NPOAYKLMK.

Cepwusa BbinyLeHa: TaTtbsHa Bynaesa, YnonHoMoYeHHoe NuLo
[ara/ Bpems Beinycka cepuu:  12-MAP-2021/13:08:35 UTC

Hata/ Bpems cozpaHuna cepTudmkara:

13:16:37UTC

12-MAP-2021/

Ctpanuua: 2/2 MNoanucaHo aNekTPOHHO B COOTBETCTBUM C NonuTukon CaHao3 No anNekTPOHHLIM NOANUCAM



