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Doc No. - FRM-8015490

AHaNMTUYECKMI NacnopT Ha roTOBYHO NPOAYKUMI0

MWLEH3MA Ha OCYLLECTBNEHNEe NPOM3BOACTBA nekapcTeeHHbLIX CpeacTs Ne00153-1C ot 09 HorGps 2015

Version : 4.0

00 "HosapTuc Hesa"
Dopora & KameHky, A.40, kopn. 3,

roaa
! nut. A, ut. B
194362, Poccus, CankT-Tetepbypr
TenedoH: +7 812 336 9891
~ KoxTpons kayectsa Sk : '
Homep nacnopTa: : A, .
Certificate number 4-222-0421 Bepcua: 1.0

1. OBWASA UHOOPMALIUA
GENERAL INFORMATION

HawmeHoBaHWe NPOAYKUUK:
Product Name

KOnepwo, TabneTtku, NOKpLITHIE nneHoyYHoi o6onoukoi 200 mr Ne28

ﬂposepaﬂo Ha COOTBeTCTBME C:
Checked against

NA 003532-250316 KOnepwo, TabneTky, NoKpbiTbe nneHoMHoR 06oNoYKol
50 mr (25,7 Mr+24,3 mr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 mr+97,2

Mr)

Mamerenne Ne 1 ot 13.10.2016
WameHeHue Ne 2 oT 26.12.2017
WameHeHve Ne 3 ot 22.01.2019
MameHeHue Ne 4 ot 21.08.2019
MameHeHne Ne 5 ot 26.06.2020
WameHeHwe Ne 6 or 16.12.2020
Cneuucbvkauun kavectea Ha HOnepwo, TabneTk NOKpbITbie MNeHOYHON

| oBonoukoit 200 mr Ne28, Ne56 SPEC FDF 00094953, Bepcus 4.0
BHYTPeHHWH KOA Homep cepumn o i
HepaccacoBaHHON NPOAYKUWK: 42027179 HepacdacoBaHHOW NPOAYKUUK: LH2500
Product Code Balk Batch Number Balk ik
BHYTpeHHUM KoA yNakoBaHHOW Homep cepuy ynakoBaHHOW |
nNpoayKumn: 44085997 NPoAyKuUMMK: | LH95500421
Product Code FDF Batch Number FDF
[lata npon3BOACTEA:
Manufacturing Date 28.04.2021
: Paamep cepun 3a BbI4eTOM
Peauep copsn: 4163 yn. npo6: 1415090,
Batch size without samples .
2. MONYYEHHbIE PE3YNbTATHI
TEST RESULTS
Ne Mokasarenb” TpeGoBaHue Pesynbtar
Parameters Requirements Result
OBanbHble  ABOAKOBbINyKNble — Tabnevkw, OsaneHbie [\BOAKOBbINYKNble
MOKPbITbIE NMEHOYHOW OBONOYKOW CBETIo- TabneTkd, NOKPbITble NMEHOYHOW

1 OnucaHue
Appearance

pososoro useta ¢ ¢ackoi, Ges pucku. Ha
OQHOW CTOPOHE HaHeceHa rpaBupoBka
«L11», Ha apyroi- «<NVR».

0BOMOMKOA CBETNO-PO30BOrO LIBETA
¢ dackoit, 6e3 puckn. Ha opHo#
CTOpOHE HaHeceHa rpaBvpOBKa
«L11», Ha gpyroi- «<NVR».

MoanUHHOCTE
Identification

- Cakybumpun
- BancapmaH

WK-cnekTp ucnbiTyemoro obpasua B oGnactu
oTr 1850 po 1650 cm' mo nonoxeHuro W
npocunio  NOnoc  MOrNOWEHWA  ACMKEH
cooTBeTcTBOBaTL MK-CnekTpy cTaHAapTHOro
obpasua ¢ XapaKTepucTUIecKkon nonocon
nornoLeHus okono 1712 cm™.

WK. CooTBeTcTBYET

Bpemsa yaepKuBaHWSA OCHOBHbLIX NWKOB Ha
XpomarorpaMme  McnbiTyemoro  pacreopa
[OMKHO COOTBETCTBOBATH BpEMEH#
yAEpKWBaHWA  NWKOB  BancapraHa W
cakybuTtpuna Ha Xxpomarorpamme
cTaHaapTHoro pacteopa 7a.

OTnu4Me Bo BpEMEHaX YAEPXMBAHUA

B3IX. CooTBeTCTBYET
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Doc No. : FRM-8015490
Version : 4.0

AHanUTUYECKUIA NACMOPT Ha FOTOBYIO NPOAY KLU0

00 "Hosaptuc Hesa"

Aopora B Kamerky, a.40, kopn. 3,
nur. A, nut. B

194362, Poccun, CankT-MeTtepbypr

Tenedou: +7 812 336 9891
- T Sy

| KoHTponk kavectea i
Howen nachiop1a. i 4-222-0421 Bepowsi: 1.0
Ne Mokazarenn* TpeGosaHue PeaynkTat
Paramelers Requirements Result
AOSKHO cocTarnsATh He Gonee + 2,0%
He meHee 80% (Q) cakyGutpuna - 5 -
. cakyGuTtpuna yepes 30 MuH;
3 | PacTBOpeHue NBpea 30 M, Rinas g
Dissolution He meHee 80% (Q) sancapraHa 98% BancapraHa 4yepea 30 MuH.
yepea 30 MuH
Meton 1. AvpankHas YneToTa D yBUTD
Mertoa 1. XvpanbHas 4icToTa 5 -
Mpvmecwu cakybutpuna: - 534-06 — He o6HapyxeHa,
- 535-06 - He oBHapyXeHa;
534-06 — He Gonee 0,2% L EAR.NE — '
535-06 — He Gonee 0.2% 536-06 — He o6HapyxeHa.
536-06 — He Gonee 0,2% = PR S
MNpumecu BancapTaHa. - CGP 49309 - He obHapyxeHa.
CGP 49309 - He Gonee 1,0%
PoacTBeHHbIe Npumecy cakybutpuna:
4 | nipaMBsH Meron 2. Onpenenente  NDOAVkTos ;conlf?t?géggeHH;ro MeHe:npeEZigzz:
Related substances | 48CTDYKUAW (0,1%);
Mpumecu cakybutpuna: [pumMecw BancapTaHa:
-EauHUYHan
M - 9
900-04 - He Gonee 0.7% HeWaeHTUMLUMpOBaHHaR NPUMECH —
Mpvmecw BancapTaHa. MeHee npeAena KOMWYECTBEHHOro
EauHuuHas Hecrneuuduumpyemas npumecs — | onpeaenenus (0,1%);
He Gonee 0,2% -CyMmMa  HEMAEHTUULIMPOBaHHBIX
Cymma npoAyKTOB AECTPYKUMM (MCKNoYas | Npumeced (ucknioyan 900-04) -
900-04) — He Bonee 0,5% MeHee npeaena KoNWYecTBEHHOro
onpeaenexus (0,1%)
OaHopoAHOCTb
AO3UpPOBaHUA ANl
5 | Uniformity of dosage | A < 450 CaxyGurpun: AV 3,8
fug;s Ky6umpun BancaptaH: AV =3,8
- Bancapmad
KonuyecTeBeHHO® Ot 950% mo 1050% cakybutpuna oT 102,1% cakybutpuna oT
" znpeﬂeﬂeHHe HOMUHanNbLHOro CoAepXKaHns HOMWHanNbLHOro COAepPXaHUA;
ssay
- Cakybumpun Or 950% po 1050% BancaptaHa oOT | 101,7% BancapTaHa ot
- BancapmaH HOMWHanNLHOro coaepXaHus HOMMWHZNBHOrO COAEPKAHUA.
MNepsBuyHan_ynakoeka: no 14 TabneTtok B | [lepBuyHan ynakoeka: no 14
Gnuctep w3 NBX/MBAOX u aniomuHueson | Tabnetok 8 Gnuctep ua NMBX/MNBOX
doneru. W anioMUHUEBOW onbri.
T T— BropwuyHas ynakoeka: no 2 unu 4 6nucrepa | BropuuHas ynaKoBka: no 2
7 Sl BMECTE C WMHCTPYKUME# No meauuuHckomy | 6rnvctepa BMecTe ¢ UHCTpPyKUued no
g NPUMEHEHWIO B KAPTOHHYHO NauKy. MEAULMHCKOMY  NPUMEHEHW0 B
KapTOHHYIO nauky.
Eg: y::ﬁ?:: ::Tmiﬁa?&m WEPRAREE KoHTponb NepBMYHOrO BCKPLITUA Ha
P P ' KapTOHHOM Nauyke NpUcyTCTBYET.
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JTMLEH3NA Ha OCYLECTBNEHNE NPON3BOACTBA NEeKAPCTBEHHLIX cpeacts Ne00153-J1C ot 09 HoRGpa 2015
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Doc No. : FRM-8015490
Version : 4.0

AHanNUTAYECKAN NacnopT Ha roToByI NPOAYKUUIO

OO0 "Hoeaptvc Hepa"

DNopora 8 Kamenky, A.40, kopn. 3,
nuT. A, TuT. B

194362, Poceus, Cankr-MNeTepbypr

Tenedon: +7 812 336 8891

£
i

Homep nacnopTa:
Certificate number

KoHTponb Kadectea

4-222-0421

Bepcus: 1.0

Ne

MNokasaTtens*
Parameters

TpeGosaHue
Requirements

PeaynbTar
Result

MapkupoBka
Labelling

Ha Gnucrepe Ha PYCCKOM W BHIMACKOM
A3blkaX yKa3biBaAOT: NOroTUN  KOMNaHWW-
npoussoguTens (Ha naTtuHAUE), Toprosoe
HauMmeHoBaHWe, [OoavpoBky, BancaptaH +
Cakybutpwun, Homep cepun W 4aty
OKOHY@HWA CpoOKa rOAHOCTW (Ha PYCCKOM
asbike B Buae: Cepua Ne/ TogeH no).
[JonyckaeTcs HaHeceHwe BHYTPEHHUX
YNakoBOYHbIX KOA0B KOMNaHWK.

Ha KkapToHHOW _Nayke Ha CCKOM _ W
AHIMUACKOM _A3bikax VKa3blBAOT: noroTin
KOMMaHWM-NPOU3BOAUTENA (Ha naTtuHuue),
TOproeoe HauMeHoBaHue, [O3UPOBKY,
nekapcTeeHHylo ¢opmy, BancaptaH +
Caky6utpun, HasBaHue W COAepXaHwe
pencrteyloulero Bewectea B 1 Tabnetke,
HOMEp PEeruMcTpauvoHHOro YAOCTOBEPeHWS
(Ha pycckoM f3blKe), KONMYecTso TabneTok
ynakoeke, «[inAa npuema BHYTPb», «XpaHuTb
B HEJOCTYNHOM ANA AeTed  MecTe»,
«MogpobHble YykasaHWA no NpPUMEHEHWUIo
npenapaTta npvBEAEHbl B  MPUNOXEHHOR
WHCTPYKUMM», HaumeHoBaHwe W  ajpec
(ropoa, CTpaHa) KOMMaHUM-NPOU3BOAUTENA
(BbInycKatoLWmi KOHTPONb Kadecrsa),
YCNIOBWA XPaHEHUR, YCNOBWA OTNyCKa, HOMEP
cepuw, Jary npouspoacTBa W AadTY
OKOHYaHUSA CPOKa roHOCTM, LUTPUX-KOA,
[onyckaeTcs HaHeceHue BHYTPEHHUX
yNaKoBOYHbIX KOAOB KOMNaHWUM.
JononHwutensHo MoryT ObiTb  HaHECeHb
cpeacTBa waeHTUdukauuy Ana MOHUTOPUHTA
[BWKEHWA feKapCTBEHHbIX NpenapaToe AnA
MeZWLMUHCKOro npyYMeHeHuA oT
NpOW3BOAUTENS A0 KOHEYHoro notpebuTens.

Ha 6nuictepe Ha _DYCCKOM W
aHrNUACKo A3bLIKAX Ka3aHbl;

IOTOTMN  KOMNAHWA-NMPOV3BOAUTENS
(Ha naTuHvLe), TOprosoe
HauMeHoBaHue, LO3UpOBKa,
BancaptaH + Cakybutpun, Homep
cepum W faTta OKOHUYaHWA Cpoka
roAHOCTYW (Ha PYCCKOM A3bIKE B BUAE:
Cepua Ne/ MopeH A0), BHYTpeHHue
yNaKoBOYHbIE KOAbI KOMNaHWK.

Ha KapTOHHOW nauke Ha pycckom W

SHrMWACKOM A3bIKax yKa3saHbl:
NoroTMn  KOMNakWW-npon3BoguTens

(Ha nartuHuue), TOprosoe
HaMmeHoBaHue, L03UPOBKa,
nekapcreeHHas copma, BancaptaH
+  Cakybutpun, HasBaHwe U
copepxaHue AevcTaytowero
pewecrtsa B 1 Tabnerke, Homep
PErucTPaUmMoHHOTO  YAOCTOBEpeHNA
(Ha pyccKoM A3blKe), KONUYecTeo
TabneTok B ynakoBke, «[inA npuemMa
BHYTPb», «XpaHWTb B HEAOCTYMHOM
ana peten Mecte», «MogpoGHble
yKasaHuA no NpUMEHEeHNI0
npenapata npUBEAEHb! B
NPUNOXEeHHOW VHCTPYKLIWY,
HaumeHoBaHve W agpec (ropoga,
cTpaHa) KOMMaHWW-NPOM3BOAUTENA
(BbINYCKAOLWWA KOHTPOIb Kayecrea),
ycnosus XpaHeHwus, ycnoews
oTnycka, HoOMep cepud, para
NPoM3BOACTBA W Aara OKOHYaHuA
cpoka FOQHOCTH, WITPUX-KOA,
BHYTPEHHWE  YNaKOBOYHbIE  KOAbI
KOMNaHwuu.

HaHeceHbl cpepcrea
naeHTUuduKkaumuM ANA MOHUTOPUHra
OBWKEHWUA nexkapCTBEHHbIX
npenapaToe OT NpOM3BOAWTENA A0
KoHewHoro notpeburens.

XpaHeHue
Storage

Mpy Temnepatype He Bbile 25°C.

10

CpoOK roAHOCTH
(Mepuogn4HOCTb
KOHTpOnA)

Shelf life (Frequency
of control)

3ropa

3 roga (31.03.2024)
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AHanuTU4eckui NacnopT Ha roToByHo NPOAYKUMIO
IvueHsus Ha ocywecTeneHne NPOM3BOACTBA NEKapCTBEHHBIX cpeacta Ne00153-11C ot 09 HOA0pA 2016 OO "Hoeaptuc Hesa"

roaa fopora 8 Kamewky, .40, kopn. 3,
mt. A, nuT. B
194362, Poccun, CankT-MNeTepbypr
B _ _ Tanegn OH: +7 812 336 9891
Homep nacnopta; = = e ¥ .
Calilfcate Alimbar e 4 4-222-0421 Bepcua: 1.0

* = MiukpoBuonoriyeckas YACTOTan He ABNSETCH PYTUHHLIM METOAOM aHan1aa u MOXET OTCYTCTBOBaTE B cepTugmkare
aHanusa KomMnaxum

3. 3AKINKOYEHUE
CONCLUSION

NekapcTBeHHbIi Npenapar KOnepuo, TabneTku, NOKPLITLIE NAEHONHOM 060MoqKoR 200 Mr Ne28, Homep cepum
LH95500421, cooteeTcTayer TpeGoBaHUAM HOPMATUBHOMA AoKyMeHTaumun J1M 003532-250316, nameHeHve NV
3,4,5 6. ¢

| Crapwwmi cneyuanuer no
Yreepaun Anekcees B.O. (.05 207
o of KOHTPONIO KayecTsa 3005,
HomxHocTs (Position) ®UO (Full name)
Version Description of chang
(Bepcus) (Onucanune usmeHeHwit
1.0 HoBblil nacnopT
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! NOVART

MNpousseneHo:
I S 00O #HosapTuc Hesa#

Hopora B KameHky, .40, kopn. 3, nuT. A,

mT. B

194362 CaHkr-lMNeTepbypr

WMHauemayanbHbii Homep: 0106211913

[TacnopT KavecTBa

HanmeHoBaHue npoaykTa:
NekapcTeeHHan chopma:

IONEPKO TAE N/MO 200MI™ Ne28
TabneTku, NOKPLITbIE NNEHOYHOW 060NOYKOR

Twn ynakoBkm: BNUCTEP
Pa3mep ynakoBku: 2T x14 WIT Homep GMP NeGMP-0151-000292/18
cepTudumkara:
Kopa matepuana: 44085997 Twn BeINyCKa: Bbinyck Ha pbIHOK
BHyTpeHHWIA HOMep cepuu: LH9550 MNeyaTHbli HoMep LH95500421
cepuu:
Aara npousBopcTBa: 28-AMNP-2021 [arta BbInycka: 01-MHOH-2021
lNopen po: 31-MAP-2024 Beinyckaemoe 4150 WT
KONW4ecTBO:
MpouaeopacTeeHHan nnowaaka: 000 "HoeapTtuc Hepa"
Hopora B Kamehky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccus, Cankt-lNeTtepbypr
Bbinyckalowmia KOHTponb 000 "HosapTtuc Hesa"
KayecTBa Hopora B KameHky, 0.40, kopn. 3, nuT. A, nut. B
194362, Poccus, CankT-MNeTepbypr
KoHTponb kauecTBa: 000 "HoeapTtuc Hesa"
Oopora B Kamenky, 1.40, kopn. 3, nuTt. A, nuT. B
194362, Poccusa, CaHkr-MNeTepbypr
CTtpaHa-umnoprep: Homep permctpauMoHHOro yaoctoBepeHuUs:
Poccus Nnn-003532 OT 25.03.2016
KoMnoHeHTbI:
HaumeHoBaHue MaTepuana: HOMEPWO TAE N/NO 200MI
Koa matepuana: 42027179 HepacdbacoBaHHbI Nnpoaykt  Homep cepum: LH2500

O6Lwee Konu4yecTBO
HepacdacoBaHHOro NpoAykKra::

n pPou3BOACTBEHHaA Nnowjaaka:

119981 WIT

00O "HoeapTuc Heea"
[Oopora B KameHky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkr-MeTepbypr

C'rpal-mua: 1/2 Moanucaxo 3NEeKTPOHHO B COOTBETCTBUM C NONMTUKOA CaHaos no 3NEeKTPOHHbLIM NoanNUcam




NMpousBeneHo:

d) NOVARTIS 00O #HosapTuc Hepa#

[opora B KameHky, 7.40, kopn. 3, nuT. A,

nut. B
194362 Cankr-lMeTepbypr

MHaveunayanbHbi Homep: 0106211913

[MacnopT kayecTBa

HanmeHoBaHue npoaykTa: HOMEPWO TAB MN/NO 200MI™ Ne28
44085997 BHyTpeHHUiA LH9550

Koa maTtepuana:
HOMep cepuu:

KomMnoHeHTb!:

HaumeHoBaHue maTepuana: CAKYBEUTPUNTA W BANNCAPTAHA CYB-MOP.

Koa maTtepnana: 40005801 ®apm. CybcTaHuus Homep cepum: B606062
MNpounsBoacTeeHHan nnowagka: NOVARTIS PHARMA STEIN AG

SCHAFFHAUSERSTRASSE

4332 STEIN

Lsenuapua
Cepwua npousBoaUTENA: C0394

3aknwoyeHune

HacTosLumm s nogTeepaato, YTo ykasaHHas nHhopMaLva ABNAETCA AOCTOBEPHOM M TOYHOM, Cepua NpoayKTa, yKkasaHHaA Bhille
6bina npousseneHa, ynakosaHa n NPOKOHTPONMPOBaHa Ha NPOM3BOACTBEHHLIX NMOLLAAKAX, YKa3aHHbIX BbILLE, B NOMHOM
COOTBETCTBUM C TpeboBaHMAMYK NokanbHbix MpaBun Hagnexallen NPOU3BOACTBEHHOM NPaKTUKM U PerncTpaumoHHoro aocke.
3anucu no Npou3BOACTBY, YNaKoBKe U KOHTPONIO KadecTea Bbink cOOTBETCTBYIOLMMKU TpeBoBaHUAM

MpaBun Hagnexalluei NPoOM3BOACTBEHHON NPaKTWKM,

KommeHTapuii k cepTudcumkary:

B xone npon3BoACTBEHHOrO NPOLIECCA OTCYTCTBYIOT OTKIIOHEHUS, KOTOPbIE MOMYT NOBMMATL HA BLINYCK NPOAYKLMM.

Cepus BbinylyeHa: TaTtbsHa Bynaesa, YNonHOMo4YeHHOE NULO

Aara / Bpema Bbinycka cepun:  01-MHOH-2021/17:12:55 UTC
[ata /| Bpemna co3naHma cepTudmkara: 01-KOH-2021 /
17:13:28UTC

CtpaHuua: 2/2 MoanucaHo 3NeKTPOHHO B COOTBETCTBUM C NONMTUKOA CaHA03 NO 3MeKTPOHHLIM NOANMCAM



