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AHanMTUYeCKU NacnopT Ha roTOBYHO NPOAY KLU

NuyeHana Ha ocylwecTBnexwe NponsscacTsa nexapcTeerHeix cpeacts NeO0153-N1C o1 09 Hoabpsa 2015 QO "HosapTuc Hesa"

rona

Hdopora 8 Kamerky, 1.40, kopn. 3,
T A, nut. B
194362, Poccus, CaukT-MNetepGypr

Tenedon: +7 812 336 9891

I

Homep nacnopra:
Centificate number

KoHTpons kayecTea

' T
4-205-0421 ' Bepcusa: 1.0

1. OBLASA NHOOPMALINS
GENERAL INFORMATION

HaumeroBaHue npoaykuuu:

Product Name POF-EDMO.

TabneTky, NoKpeIThie NReHouHon oBonodkon 100 mr Ne28

Mr)

NN 003532-250316 tOnepuo, TabneTky, NOKpeITEIE NNeHoYHoW oBonovkon
50 Mr (257 Mr+24,3 mr), 100 mr (51,4 mr+48.6 mr), 200 mr (102,8 mr+97,2

MameHeHne No 1 ot 13.10.2016
MameHeHne Ne 2 ot 26 122017

lMpoBepeHO Ha cOOTBETCTBME C: MameHeHune Ne 3 ot 22.01.2019
Checked against MameHeHue Ne 4 ot 21.08.2019

MameHerune Ne 5 o1 26 .06.2020
MNameHeHue Ne 6 ot 16.12.2020

(Cneundukauma kavecTsa Ha tOnepuo, TabneTtku NOKPbLITbIE NNEHOYHON
obonoukoit 100 mr Ne 28, Ne 56 SPEC_FDF_00094948, sepcws 4.0)

BHyTpeHHuA kKo Homep cepuu
HepacthacoBaHHOM npoaykumu: | 42027181 HepacdacoBaHHOM npoaykuuu; LG9694
Product Code Balk Batch Number Balk
BHyTpeHHu# Kog ynakoBaHHo® Homep cepuu ynakosaHHoOM
npoayKu1u: 44086016 npoayKuum: LH71860421
Product Code FDF Batch Nurmber FDF ]
Hara npqua'é’d.qc‘rsa: 23 04.2021
Manutacturing Date
PasMmep cepum 3a BblueTOM
gasmgp cepun: 8 464 yn. npo6: L £ [8 451 yn, j
alch Size : ol
| Batch size without samples B
2. MONYYEHHbIE PE3YNLTATHI
TEST RESULTS
Ne Mokasatens* TpeboBaHue PeaynbTar
e Parameters Reguirements Result
OBaneHble  ABOAKOBLINYKALIE  TaBneTku, | OsanoHble OBOAKOBLINYKblE TabneTky,
S —— MOKPbITEIE MNEHOYHON of?onoquoﬁ CBETNO- | NOKPbLITBIE  NNEHOYHOMR ofion_ouKoﬁ
1 ri———— WEenToro useta c chackon, Ges pucku. Ha | ceetrno-xenToro useTa dackon, Bes
O[HCW CTOPOHE HaxeceHa rpasupoBka «L1x, puckd. Ha ofgHoA cTopoHe HaHeceHa
Ha apyron- « NVR». rpasuposka «L1», Ha apyron- «NVR».
WK-cnekTp ncneiTyemoro obpasua B obnacTty
oT 1850 po 1650 cm' no nonoxeHwwo u
‘ NPodUIK  NOMOC  MOrNOWEHWS  A0MKeH UK. CooTseTcrayer
cooTeeTCTBOBATL MK-CnekTpy cTaHaapTHoro
‘ oBpasua c XapakTepucTUYeckol nonocon
‘ MoanuHHoCTL nornoweHms okono 1712 cm-!,
" 5 Identification Bpema ynepmuBaHWs OCHOBHLIX NWKOB Ha
' - Cakybumpun XpomaTorpammMe  WCMbITYeMoro  pacteopa
( - Bancapmaw OOMKHO COOTBETCTBOBATL BpeMEeHH
| yoepxusaHus nNUKoB BancapraHa 1 BoX. Cootsercrayer
cakybutpuna Ha XpomaTtorpamme
| cTaHaapTHOre pacTaopa 7a.
‘ OTnuume  BO  BpeMenax yaepXvusaHua
| | AOMKHO cocTasnsaTh He Gonee + 2,0%
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Uy NOVARTIS

Form to SOP-8013721

IlnueH3ns Ha ocyujecTeneHue NPou3BOACTBa NeKapCTBeHHLIX cpeacTs Ne00153-NC ot 09 HosGps 2015

Doc No. : FRM-8015490
Version : 4.0

AHanUTUYECKWI NacnopT Ha rOTOBYHO NPOAYKUUIO

OO0 "HorapTuc Hesa"
Oopora B Kamenky, 4.40, kopn. 3,

rona
nut. A nut. b
194362, Poccun, Cankt-Netepbypr
TeneoH: f? 812 336 9891
| L == KonTponb kavecrsa
Hanmp nacnopra: ; ;
ool it 4-205-0421 Bepcus: 1.0
No Mokazatens* TpebosaHue PesynbTar
i Parameters Requirements Result
‘ He menee 80% (Q) cakybutpuna P 5 o
i . o cakybutpuna vepes MWH,
3 | PacTBOpeHue depes 30 mMuH; youTp p
Dissolution He meree 80% (Q) sancapTaHa 97% BancapTaHa yepes 30 MuH
Yyepe3 30 MuH
Mpumecu cakvButpuna:
Too 1. Xvpan Y
MeTon 1. XupaneHas yucToTa - 534-06 — He 0BHAPYKEHO
Mpumecu cakyButpuna; - 535-06 ~ He oBHapyxeHo
- 536-06 — He obHapyxeHo
- 534-06 - He Gonee 0,2% Py
& = e Q
ggg 82 B :: gggg: ggof MNpumecu BancapTana:
’ e - CGP 49309 ~ He 0BHapyxeHo
Mpumecwn BancapTaHa:
‘ Poacteennbie | TCGP49309 - He bonee 1,0%
npumMecwm :
LipUMeECK cakyouTouna.
4 MeToa 2 Onpenenexve NDOAYKTOB [pumecy cakyGuTouna
' Related - 900-04 - MeHee npefena
OECTDVKLWN B
substances KonuyecTeeHHoro onpeaenexua (0,1%);
[Mpumeck cakvbuTonna: Mpumeck BancapTaHa;
-EgnHuuHan HEUOAEHTN@W OoBaHHAaA
900-04 — He Gonee 0,7% @ BEHTHGILIE
npumechb - mMeHee npegena
Mpoumecu BancapTaHa: konudecTeeHHoro onpegenerus (0,1%);
EavHWYHan Hecneunduumpyemas npumecs — | -Cymma HEWOEHTUDPVUWPOBEHHBIX
He Bonee 0,2% npumecen (ucknwodas 900-04) — meHee
Cymma npoAyKkTOB AeCcTpykuuki (Mckniouas | Nnpeaena KONUYECTBEHHOro
800-04) - He Bonee 0.5% onpepenerus (0.1%)
OnHopogHoOCThL
3UpOBaHU
ik i CaxyButpun: AV = 4.5;
S dosage u}r/n'ts AV =150
- cakyBumpun BancapraH: AV = 4.6
- gasicapmad
KonuuectseHHo | 07 950% a0 105.0% cakyBurpuna or | 100.8 % cakyButpuna or
e onpepgenexnuve HOMUHANBHOTO COAEPXaHIA HOMWHaMbHOIo COAePMKaHWA;
6 | Assay
- cakybumpun Ot 850% amo 1050% Bancaptaha oT | 100 5% BANCcapraHa oT HOMWHANLHOMo
- ancapmad HOMWHanNeHOro coaepxaHna cofepxaHunn.
MepBuuHas ynakoeka: no 14 TabneTok B | [lepBuuHas vnaxoska: no 14 TabneTok B |
Grvctep w3 MBX/MBOX w antoMmukueBort | 6avctep n3 nBsx/meox w
dhoneru. anvMUHNEBOY DONLIU.
RO BropuuHas ynakoska: no 2 wnu 4 Snuctepa | BropwuHas vnakoska: no 2 6GnucTtepa
7 Packin BMECTE C WHCTPYKUWEW NO MEAWLIMHCKOMY | BMecTe o} WHCTPYKUMER no
g NPYMEHEHINIO B KAPTOHHY O Nayky. MEAWLIMHCKOMY NpUMEHEHWIO B
Honyckaetca Hanuyne KOHTPONS NEPBUYHOIO HEERDRIE e,
" KoHTpONnbe MNEpBUYHOrO BCKPLITUA Ha
BCKPBITUA Ha KAaPTOHHOW Nadke,

KAPTOHHOW NauYKe NPUCYTCTBYET.

*(Native) Information Print Date:21 May 2021
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U, NOVARTIS

Form tc SOP-8013721

NuueHsna Ha ocyuecTeneHue NpOW3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-NC a1 09 HoAGpA 2015
roga

Doc No. : FRM-8015490
Version : 4.0

AHanuTuyeckui nacnopT Ha rOTOBYH NPOAYKUUIO

00 "HosapTuc Hesa"

Hopora 8 Kamerky, .40, kopn. 3,
aut. A, nut. B

194362, Poceus, CankT-Metepbypr

Tenegion: +7 812 336 9891

KoHTponk kadecTra

Homep nacnopra:
o oe 188 4-205-0421 Bepcwa: 1.0
Ne MokasaTtens* TpeGoBaHue Pesynerat
Parameters Requirements Resuit
Ha Bnuctepe Ha pvcckom v aHrvAckom | Ha GavcTepe Ha PYCCKOM W aHIMNCKOM
A3biKaX VKa3LIBEOT' MOTOTUMN  KOMNaHWU- | A3bikax_ VKasaHbl MOFOTUA KOMAZHMM-
npowseoanTens (Ha natuHuue), TOProsBoe | NPpou3BOAWMTENs (Ha natuHuue),
HauMmeHoBaHwe, pfoswpoeky, BancaptaH + | Toproeoe HaVWMEHOBaHWe, [03VPOBKa,
Cakybutpun, Homep cepuu  u aaty | Bancaptan + CakyBurpun, HOMep
OKOH4YaHWA CpoKa roAHOCTU (Ha pPYCcCKOM | CepMu ¥ AaTa  OKOHYZHWUS cpoka
A3bike B Buae: Cepua No/ TopeH Ao). | reaHocTu (Ha pycckom f3bike B BUAE:
HAenyckaetcy HaHeceHue BHYTpeHHux | Cepua Ne/ logeH [o), sHyTpeHkue
YNaKkoBOYHbIX KOAOB KOMNaHWMA. YNaKOBOYHbIE KOAbI KOMMAHWUK,
Ha _KkapToHHOW nauyke Ha pvcckoM W | Ha KapToHHow Nayvke Ha DVCCKOM W
QHIWACKOM _A3bIKaX VKA3biBAIOT. /IOTOTUM | GHIIUACKOM R3bIKax VKA3aHb! 10roTan
KOMNaHWW-NpOU3BOAMTENS  (HAa NaTWHUUE), | KOMNAHWUM-NPOV3BOANTENS (Ha
Toprosoe HauMeHoBaHue, AO3VMPOBKY, | NaTuHWLE), TOProBOE HaWMeHOBaHMWe,
nekapcTBeHHylo  dopmy, BancapTak  + | A03upoBKa, nexkapcTeeHHas  gopma,
Cakybutpun, HaseaHue u cogepxarue Bancaptak + CakyBuTpun, HasgaHue u
AedcTeylowero seljectsa B 1 Tabnerke, cofepxaHle 4eACTBYOLLero seulecTea
HOMED  pPEerucTpaLMoHHoro yA0CTOBEpEeHUs | B 1 Tabnetke, Homep
{(Ha pycckoMm asbike), kKonu4yecTeo TabneTok B PETUCTPALIMOHHOIO YAOCTOBEPEHUS (Ha
8 Mapkupoeka ynakoeke, «[Ind npuema BHyTps», «XpaHnTb PYCCKOM RA3bIKE), KONu4ecTso TabneTok
Labelling B HEAOCTyNHOM  Ans  geted  mecTe», | B ynakoske, «[ns NpUeEMa BHYTDbY,
«MoapoBHble  yKa3aHWA no  NpUMeHeHuIo «XpaHWTL B HEJOCTYNHOM aNs aeTed
npenapata npuBeAeHbl B NPUNOXKEHHOW | MecTe», «MMoapoBHbie ykasaHus no
VHCTpyKUMM»,  HauMeHoBaHuWe U1 ajpec | NpUMeHeHWo npenapara npuBeaeHb! B
(ropoA, cTpaHa) KOMNaHWW-NPOUIBOAWTENS | NPUAOKEHHOM WHCTRYKUMM»,
(BLINYCKAKLLUA KOHTPOMb KayecTBa), | HaUMeHoBaHne 1 aapec  (ropoa,
YCNOBWA XpaHeHus, ycnosua oTnycka, Homep | cTpaHa) KOMNaHUWU-NPou3BOANTENS
Cepuw,  paty  npowssoacTea M AaTy | (BbiNyCKalWWil  KOHTPOMb KayecTea),
| OKOHYaHWA CPOKAa rOAHOCTY, WTPUX-KOA YCNoBWA XpaHeHWA, YCNoBWSA OTMycka,
' fonyckaeTca HaHeceHue BHYTPEHHUMX | HOMED cepuk, fgaTa nNpowusBoacTBa W
YNAaKOBOYHbIX KOAOB KOMNaHWK. A3aTa  OKOHYaHus  cpoKa roAHocTM,
DononHutensio  MoryT  BeiTb  HaHeceHsb! LITPWX-KOA, BHYTPEHHWE YNaKoBOYHLIE
CPEACTBa WAEHTUMWKALMA AN MOHWTOPUHIA | KOOb! KOMNAHWUA.
ABWXEHUS NekapCTBEHHbLIX NpenapatoB Ans | HaHeceHsl CpeacTBa WaeHTWMKaLum
MEANLMHCKOro NPUMEHEHNA oT | ang MOHUTOPWHra ABYKEHUA
| MPOV3BOANTENA 4G KOHEYHOro NoTpeBuTens. | NekapcTBEHHBLIX npenapatocs  Ans
MeLULMHCKOro NpPUMeHeHus oT
npoussoauTens o KOHEYHOro
. nortpebwvrens.
|9 g%ig::"e Mpw TemnepaTtype He soiwe 25°C,
CpoK rogHocTH
(MepuoamyHocT
10 g!f:;;g’““) 3 roaa 3 roga (31.03.2024)
i (Frequency of
| control)

" - MukpoGuonoruueckan YACTOTa» He RBNAETCA PYTUHHEIM METOLOM aHanu3a v MOXeT OTCyTCTBOBAThL B CepTadMKaTe
aHanusa koMnaHuu
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AHanNUTUYECKUN NACNOPT HA rOTOBYH NPOAYKLMIO
Nuyensun Ha ocyulecTenenne NPoM3BOACTBA NEKAPCTBEHHbIX cpeacts NeQO153-N1C o1 09 Hosbps 2015 OO "HosapTuc Hesa"

Hopora g Kamenky, 4.40. kopn. 3,
aut. A, nut. B
194362, Poccws, CaHyT-MetepBypr

[

Certificate number

Homep nacnopra:

KoHTpons kadecTea.

TenedoH: +7 812 336 9891

4-205-0421 Bepcua: 1.0

3. 3AKIMKOYEHUE

CONCLUSION
TlekapcTeeHHbt npenapart KOnepwo, Tabnetku, NokpeITbie NneHouHon obonodxkon 100 mr Ne2B, Homep cepuu
LH71960421, cooTeeTcTayeT TpebosaHusm HopmaTusHou aokymeHTauuu J1M 003532-250316, UameHeHne Ne1, 2,
3,4,5 6. :
Crapwui cneynanuer no
| YTBepaun KOHTPONIO KEYEETER Anekcees B.0. W B
Approved by
flonwocts (Position) U0 (Full name) l’logmma {Signature)
Version Description of change %
(Bepcws) (Ornucanve uaMeHekun) B
1.0 Hosblit nacnopt
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' % E A MNpouzsepeHo:
{‘ > NOVARTIS 00O #HosapTuc Hesa#
[opora 8 KameHky, 0.40, kopn. 3, nuT. A,

mT. B
194362 CawkT-lNeTtepbypr

MHaueuayaneHeili Homep: 2505211430

[lacnopT kayecTBa

HaumeHoBanue npogyxkra: FOMEPWMO TAB MN/MO 100MI™ Ne28
lNekapcTBeHHan copma: TabneTkn, NOKpLITLIE NNEHOYHOR 06oNoYKoN
Tun ynakoeku: BENMCTEP
Paamep ynakoBku: 2WT x14 WT Homep GMP NeGMP-0151-000292/18
ceptucukara:
Kon maTtepuana: 44086016 Twun Beinycka: Bbinyck Ha pbiHOK
BHyTpeHHUWI1 HOMep cepuum: LH7196 MNeyaTHbIA Homep LH71960421
cepuu:
Hata npouszesoncTea: 23-AMNP-2021 Harta Beinycka: 25-MAI1-2021
FopeH po: 31-MAP-2024 Bbinyckaemoe 8451 WT
KONMU4ecTBO:
MNpousBopcTeeHHas nnowagka: 000 "Hoeaptuc Hesa"
Hopora B Kamenky, 1.40, kopn. 3, nuT, A, nut. B
194362, Poccun, CaHkt-MeTepbypr
Bbinyckarowuin KOHTponb 000 "HoeapTuc Hega"
KayecTea [Hopora B Kamerky, 0.40, kopn. 3, nuT. A, nuT. B
194362, Poccun, CaHkT-TMetepbypr
KoHTponk KavecTea: 000 "HoeapTuc Hesa"
[Hopora 8 Kamenky, 0.40, kopn. 3, nut. A, nuT. B
194362, Poccus, Cankr-Metepbypr
CrpaHa-umnoprep: Homep peructpaumoHHoro yagoctoBepeHus:
Poccusa nn-003532 OT 25.03.2016
KomnoHeHTbI:
HanmeHoBaHue maTtepuana: HOMNEPWO TABE N/NO 100MI
Kon maTtepuana: 42027181 HepacdacosaHHelid npogykt  Homep cepuu: LG9694

O6Lee konuyecTso 243572 WIT

HepactacoBaHHOro npoaykra::

MpousBoacTeeHHas nnowagka: 000 "HoeapTtuc Hesa"
[opora B KameHky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccun, CaHkT-Metepbypr

Crpanuua: 1/2 MoanncaHo 3NeKTPOHHO B COOTBETCTBIM C MOMMTUKON CaHAO3 NO 3NeKTPOHHBIM NOANMCAM



’ , > MpouzeeneHo:
(‘ > NO VA RTI 5 000 #Hosaptuc Hesa#

[opora B Kamenky, 0.40, kopn. 3, nuT. A,
nmT. b
194362 CaHkT-MeTtepbypr

WHansupyansHeii Homep: 2505211430

[lacnopT kavyecTtBa

HaumeHoBsaHue npopykra: FOMEPWO TAB N/MO 100MI” Ne28
44086016 BHyTpeHHUIA LH7196
HOMep cepuu:;

Kon matepuana:

KomnoHeHTbI:

HaumenoBaHue matepuana: CAKYBUTPUNA W BAJICAPTAHA CYB-MOP.

Kopn matepuana: 40005801 ®apm. CyBeTaHuus Homep cepuu: B606062
MpomnsBoacTBeHHas nnowapka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Weenuapus
Cepwsa npoussoguTtens: C0394
3akntoyeHue

HacToswum s noaTeepxaaro, YTo ykazaHHas WHhOpMaLMs ABNAETCA AOCTOBEPHON 1 TOYHOI. Cepus npoaykTa, yKasaHHas Bbille
Obina npousseneHa, ynakosaHa u MPOKOHTPONUPOBaHA Ha NPOU3BOACTBEHHLIX NMOLWAAKAX, YKA3aHHbIX BbILIE, B MOMHOM
COOTBETCTBUM C TpeboBaHNAMN NokanbHbIX MpaBUn HaaNexaLLel NPOU3BOACTBEHHOM NpaKkTUKkW 1 PervcTpaumnoHHoro gocke.
3anncu No NPoM3BOACTBY, YNAKOBKE U KOHTPONIO KaYecTBa Gbinu COOTBETCTBYOLWUMY TpeBoBaHUAM

Mpaeun Haanexalleil NPOM3BOACTBEHHOI NPaKTUKK,

KommeHTapuii k ceprudbmkary:

B xone NPCOU3BOACTBEHHOrO Npouecca OTCYTCTBYIOT OTKITOHEHUA, KOTOpble MOTYT NOBMUATEL Ha BbINYCK NPOAYKLUMN.

Cepusn BbinyweHa: TaTesiHa Bynaesa, YnonHomoueHHoe muuo
Hata / Bpema Bbinycka cepun:  25-MAR-2021 / 12:30:21 UTC

Hara/ Bpemn co3paHus cepTuchukara:

12:30:54UTC

25-MAIA-2021 /

Crpanuua: 2/2 MoAnucaHo aneKTPOHHO B COOTBETCTBUM C NOMMUTUKON Canao3 No anNeKTPOHHLIM NOANUCAM



