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AHanuTuyeckuin NacnopT Ha roTOBYIO NPOAYKLUIO
NUUeH3IuA Ha ocywecTBNeHWe NpokasoacTea nexapereeHksix cpeacts Ne00153-1C

000 *HoeapTtnc Hesa"
Poccun, Canr-MNerepbypr,
Aopora 8 Kamerixy, 5.40, kopn, 3, nurepa A

Tenedo: +7 812 336 9891

Koutpons kavecrea

novadis.neva@novartls.cmn 5

Homep nacnopra:
Cartificate number

4-664-1221

Bepcus: 1.0

1. OBLWASA UHOOPMALIUA
GENERAL INFORMATION

quuu, °A'L°ng‘“"° NPORYKLMY: tOnepuo, Tabretku, nokpsiTeie nneHouHo oBonoyKoi 50 mr Ne28
1N 003532-250316 lOnepuo, Tabnetku, NOKpbITLIE NNEHOYHOW 06ONOYKOMR
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 mr+48,6 mr), 200 Mr (102,8 mMr+97,2
Mr)
Mamenerve Ne 1 or 13.10.2016
Mamenenue Ne 2 ot 26.12.2017
lposepeno Ha cooraererame c: | Mamenerue Ne 3 ot 22.01.2019
Checked agains! MameHenme Ne 4 or 21.08.2019
Mamenenue Ne 5 ot 26.06.2020
MamereHue Ne 6 ot 16.12.2020
MameHerne Ne 7 ot 21,07.2021
Cneundmkauma kavectsa Ha Onepuo, Tabnerku NOKPLITLIE MIEHOYHOM
& obonoukoi 50 mr Ne 28, Ne 56 SPEC FDF_00094935, sepcus 5.0
BryTpennwi xog Homep cepun
mpacq»ac%agmoﬁ npoayxumu: | 42027180 HepachacoBaHHOR n LU3678
Product Code Bulk L
BHyTpeHHWi Koa ynakoBanHoOR Homep cepuu ynakosaHHon
npogyKumm: 44086009 NPOAYKUMM: LW05971221
Product Code FOF Bateh Number FOF
Ta NPOKUaB .
e o 08.12.2021
Paamep cepum 3a amverom
@mggcapwu; 8 542 yn. npob: s : 8499 yn.
| Balch size without samples
2. NONYYEHHBIE PE3YNbLTATHI
TEST RESULTS
Ne Nokasarens* Tpeboeanue Peaynerar
Paramelers Requirements Result
OBanbHbie ABORKOBLINYKNbIE  TabneTtku, | OsankHble ABOSKOBLINYKNblE
NOKPLITLIE NNeHoYHol oBonoykoi Benoro ¢ Tabnetkn, nOKpLITHIE nneHouHO
1 | Onmncanue $VONEeTOBLIM OTTEHKOM UBETa ¢ cackoit, | oBonovkoii Genoro ¢ tpuoneTosbim
Appearance Ges puckn. Ha opgHoi CTOpOHe HaHeceHa | OTTeHKOM LiBeTa ¢ tackoi, 6e3 pucku.
rpaenpoBka «LZ», Ha Apyroit- «NVR». Ha opHoii cropoHe Hawecewa
rpasupoeka «LZ», Ha gapyroii- kNVR».
WIK-cnekTp ucnbityemoro obpasya 8 o6nactu
oT 1850 Ao 1650 cm' no nonoxeHwo u
MPOUNI0  NONOC  NOFMOWEHNS  [OMmKeH :
MoanuxHoCTL cotﬁermosa'rb WK-cnekrpy crangapTHoro VIK: Cooercrsyer
Identification o6pasua c xapakTepucTUHEcKkod MoNocol
2 nornoLieHus okono 1712 e,
Bpems yaepXusaHuA OCHOBHLIX NVKOB Ha
- Caxkybumpun XpomaTtorpaMMe MCnbITyemoro pacreopa
- Bancapman HAOTIKHO COOTBETCTBOBATL BpemMeHM ;
YAEPXUBAHMA  NUKOB  BancapraHa u BIKX: Coorsercrayer
cakybutpuna Ha Xpomarorpamme
CTaHAapTHOro pacTeopa 7a.
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Na Nokasarens* Tpebosaa ‘l Pesynsrar
Parameters Requiremants Reasult
Otnuyve BO BpemeHax YAEpXUBaHUA
ACIKHO cocTaensTh He Gonee + 2,0%
He meree 80% (Q) caky6utpuna .
3 Pacrgopeuue qepea 30 MUH; 84 % Cai(yswrp“na Yepea 30 MUWH;
Dﬂssofuﬂbﬂ He mexee 80% (Q) BancapTaHa 86% ancapTaHa yYepes 30 MUH
yepes 30 MuH
Metoga 1. XwpanksHasn uuctoTa
Dpumecn cakyGurpuna: [pumecw caky6urpuna:
- 534-06 ~ He o6HapyxeHa
33400 - he Ganee 0.2% - 535-06 — He o6Hapyxena
535-06 - He Gonee 0,2% - 536-06 — He oBHapyxeHa
536-06 — He Gonee 0,2%
PoacraeHHsle CGP 49309 - He Gonee 1,0% - CGP 49308 - He 0BHapyxeHa
npumMecu ] a:
4 g, ve n KTOB =
Related s . - 900-04 ~ He oBHapyeHa;
substances [pumecu sancaprana:
Mpumecu cakybutpuna; -EavHuyHan Hecneuungulvpyeman
NpuMecs — He oBHapyxeHa;
900-04 - He Bonee 0,7% CyMMa  NPOAYKTOB  aecTpyKumd
Mpumecu Bancapraua; (ncknioyas 900-04) — He oBHapyxeHo.
EAnHnsHan Hecneumcuumpyeman npumecs
- He Gonee 0,2%
Cymma npogyktos AecTpyKUM (Mcknioyas
800-04) — He Gonee 0,5%
OpHopoagHocTe
ﬂﬁ;:ﬁ:;a:?“ CakyGurpun: AV =27:
- dosage ufwits AV£15.0
- Cakybumpun Bancapran: AV =27
- Bancapman
Konuyecrsennoe | oy 950% no 1050% caky6utpuna or | 103,6 % cakyButpuna or
, :npeneneuue HOMWHENBHOMO COAEPXaHUA HOMWHANLHOTO COfEpXaHmA,
Ssay
- Cakyﬁumpun OT 95.0‘% Ao 105,0% BaﬂcapTaHa oT 103’4 % Bamap-raHa or
- Bancapmaw HOMWHanNbHOro coaepxaHna HOMUHANBHOro CoAepXaHuA,
MepeuuHas ynakoeka: no 14 Tabmetok B MepauyHas ynakoska: no 14 TabneTok
Gnucrep us MBXMBOX W anoMvHuesol | B Grmctep w3 NBX/MBAX w
onbry. anioMUHeBoi thonsru.
Yraxosxa BTopuynan ynakoska; no 2 unu 4 Gnuctepa | Bropuunas ynakoska: no 2 6mcrepa
7 Pa ckin BMECTE C MHCTpyKUMe# no MeauumHckomy | Bmecte c WHCTPYKUMen no
g MPUMEHEHMIO B KAPTOHHYIO NayKy. MEAULIMHCKOMY  NPUMEHEHWIO B
donyckaeTcs Hanu4ve KOHTPONA | KaPTOHHYH navky,
NEPBALHOTO BCKPLITUA Ha KAPTOHHOM Nauke. | KoHTpon nepeuuHoro BCKPLITUA Ha
L KapTOHHOW Nayke npucyTcTeyeT,
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Homep nacnopra:
Cartificate nimber
B ——————

Moxasarens*
Faramelers

L= |

4-664-1221

I Bepcun:1.0

Tpebosanue
Requirements

i Peaynurar
Result

Mapkupogka
Labelling

Ha Bnucrepe Ha pYCCKOM W aHIMWACKOM
A3blkax _YKa3blBAIOT: NOrOTUN  KOMMAHWUKU-

npovssoauTens (Ha naTuHWLE), Toprosoe
HauMmeHoBaHWe, Aoawposky, BancaprtaH +
CakyButpur, Homep cepws M  paty
OKOHYaHMA CpoKa rogHOCTW (Ha pycckoM
Asbike B Buge: Cepua Ne/ TogeH pfo).
fOonyckaetcA  HaHeceHWe  BHYTPEeHHMX
yNakoBOYHbIX KOAOB KOMNAHWM.
a__KapTOHHOW _nay CCK
SHrNUIACKOM S3bikax  YKaabiBaloT, NoroTun
KOMNaHUU-NPOM3BOAWTENA (Ha natuHuye),
TOPropoe  HauMEeHoBaHWe,  JO3MPOBKY,
nekapcteeHHyio copmy, Bancapran +
CakyOutpun, HassaHue W cofepxaHue
AelicTeylowero Bewectsa B 1 Tabnerke,
HOMEp PErvcTPauMOHHOMD YAOCTOBEPEHUR
(Ha pycckom A3bike), KonNMYecTso TabneTok B
ynakoske, «[ins npuema BHYTpb», «XpaHnThb
B HeEOOoCTYNMHOM 4nA  AeTed  MecTes,
«lMofpobHele yKa3aHWa No  NPUMEHEHMIO
npenapata rnpuBeAEHbl B NPWNOXEHHOA
MHCTPYKUWW», HauMeHOBaHue W aapec
(ropoa, crpaHa) KoMnaHWU-NPOM3BOAMTENS
(BbINyCKAOLLMA KOHTPONL  KauecTsa),
ycnosma XpaHeHus, Yycnosus ornycka,
HOMEp cepuW, AaTy NPOM3BOACTBA W Aaty
OKOHYaHWA CPOKa rogHOCTH, LUTPUX-KOA.
HAonyckaeTcs  HaHeceHwe  BHYTPEHHMX
yNaKoBOYHbIX KOACB KOMNaHUM,
fononHurensHo MoryT 6biTe  HaHeceHs!
cpeacrtea naeHTUDUKaLMKU ana
MOHWUTOPMHra [LOBWKEHWA NEeKapCTBEeHHbIX
npenaparos ans MeguLUHCKoro
NPUMEHEHNA  OT  NPOMIBOAWTENs OO
KoHeuHoro notpeburens.

Ha cre Ha CCKOM __ U
c 13 aHbl;
IoroTVn  KOMNaHUK-NpoMaBoANTENS
(Ha natuHne), TOproeoe
HanmeHoBaHue, A03npoBKa,
Bancapran + Cakybutpun. Homep
CEPUM W [NaTa OKOHYAHWA CpoKa
TOAHOCTA yKa3aHel LUudpamu bea
pacluinpoBki (Ha PyccKOM fabike B
Buge. Cepun No/ [open fo).
BHyTpeHHUe  ynakosouMble  KoAbl
KOMNEaHWW OTCYTCTBYIOT.

H TOH n H CCKOM 1
2HIMWACKOM A3blkax yKasaHsl;
NOroTMN  KOMMaHWU-NPOU3BOAUTENA
(Ha natuHuue), TOprosoe
HaumeHoBaHwe, A03aupoeka,
NekapcreeHHan dopma, BancapraH +
CakyGurpun, Ha3eaHwe “
cogepxasue AencTeyiowero
Bewectea B 1 TaBnerke, HoMmep
PErUCTPaLMOHHOrD  YAOCTOBEpEeHUS
(Ha pycckom A3bike), KonuvecTso
TabneTok B ynakoske, «flnA npuema
BHYTPbY», «XpPaHWTb B HEAOCTYNHOM
AN peteld mecten, «MoapoBGHele
yKa3aHua no npuMeHeHuio npenapara
npueegeHbl B NPpUNOXKEHHO
WHCTPYKLMIWY,  HauMeHOBaHWe ¢
afpec (ropoa, cTpaHa) KOMMaHWW-
nNpon3soanTens (BBINyCKalOLLWA
KOHWTpOnL Kavecrea),  ycnosus
XpaHeHWs, YCnoBwa oTnycka, Homep
Cepun, AaTa npou3BoAcTea U AaTta
OKOHYEHWA CpOKa rOOHOCTY, WTPUX-
K04, BHYTPeHHWe ynakoBDYHbIe Koabl
KOMnaHuu,

HaHeceHs! cpeacTBa MAEHTUDMKaLIMN
AnA MOHUTOPUHra ABWKEHWA
NekapcTBEHHbIX npenapaTtoB  AnA
MEOVLMHCKOrO  NPUMEHEHUR  OT
Mpou3BOAUTENA A0  KOHEYHOoro

notpeburens.

XpaneHue
Storage

Mpu Temneparype He Bbilwe 25°C,

10

Cpok rogHocTH
(MepuoanyHOCTL
KOHTpONA)

3rona

3 roga (30.11.2024)
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AHanUTMYeCKWi NacnopT Ha roToRYH NPORYKLUIO

NWuenann Ha oCyWRCTBNEHNE NPOMIBOACTBA NEKAPCTREHHRIX cpeacrs Ne00153-NC 000 "Hoeapruc Hesa"
Poceus, Cankr-MeTepbypr,
Aopora 8 Kamenuy, 4.40, kopn. 3, nurepa A

Tenedpon: +7 812 336 9891

novartis.neva@novarlls.com

T e _ Kowrpons kavecrsa bl st it
Hwisp.f:'ﬂﬂm= _ : 4-664-1221 ' Bepcua:1.0
Ne Nokasarens* Peaynerar
Parameters Requirements Result
Shelf life
{Frequency of
control)

* - MukpoBuronoruyeckan yucroTas He SBRAETCH PYTUHHbIM METO/AOM &HaNW3a ¥ MOXET OTCYTCTBOBAThL B CAPTU(UKATE
aHanuaa KoMnaHum

3. 3AKNIOYEHUE
CONCLUSION

NekapcreeHHsin npenapat KOnepuo, TabneTkn, NokpLITie NNEHOMHOW 0GONOYKOW 50 Mr Ne28, Homep cepun
LW05971221, cooTeetcTByeT Tpe6oBaHUAM HOPMATUBHO! BokymeHTauwmm JIM 003532-250316, MameHeHue Ne 1,

2,3,456,7. : e
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