NOVARTIS

Form to SOP-8013721

Doc No. : FRM-80154380
Version : 4.0

AHanuTHYeCcKnit NacnopT Ha rotToBylo npoayKuuio
IMLEHIUA Ha OCYLLECTBNEHIE NPOUIBOACTEA nexapcTaeHHbIX CPeACTs Ne00153-N1C ot 09 Honbpna 2016 OO "HoeapTuc Hesa"

Nopora 8 KameHky, .40, kopn. 3,

ropa
nut. A, mt. B
194362, Poccus, Canxr-NeTepbypr
Tenecon: +7 812 336 9801
KoHTponk kavecTea
Homep nacnopra: g 4-405-0721 Bepcws: 1.0
Certificate number

1. OBLIAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe npoayKuumn: ransyc Met® TabneTku, NOKpLITbIE nneHo4Hon oBonouKkon,
Product Name : : 50 mr + 1000 mr Ne30
NICP-001749/09-200918 Maneyc Met®, sunaarnunTuH + MeTOpMUH,
7a6reTKIA NOKPLITbIE NNEHOUHOA oBonoukoi 50 mr + 500 mr, 50 + 850 mr,
50 + 1000 mr
: . ; WameHenve Ne 1 o1 12.11.2018
e a ne c:
MpoBepeHo Ha COOTRRTETEMNS S | Mauenenue Na 2 ot 21.06.2020
: WameHenwe Ne 3 ot 22.01.2021
CneuundukaLmsa kayecTea Ha Faneyc Met®, TabneTku NOKpLITLIE NNEHOYHOM
oBonoukoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcusi: 5.0
BHyTpeHHWA KOA Homep cepuu
HepacgacoBaHHO# NpoAy kUMK, 42027187 HepachacoBaHHO# NPOAY KUK LL2634
| Product Code Batk i < Batch Number Balk
BuyTpeHHWA KOA ynaKoBaHHON Homep cepvu ynakoBaHHOW
npoayKuuM: 44068551 npoAyKuuM: LM01150621
Product Code FDF Batch Number FDF
[ara npou3BoacTea:
Manufacturing Date 30.06.2021
s PaiMep cepuu 3a BbIYeTOM N
gaargr ;focepua. 5973 yn. npo6: 5 962 yn.
Balch size without samples
2. NONYYEHHBLIE PE3YJNIbTATbI
TEST RESULTS
Ne Nokasarens* TpeGosaHue PeaynbraT
. Paramelers Requirements Result

1 OnucaHue
Appearance

OBanbHble Tabnetkm €O CKOLWEHHBIMU
Kpasamwn, NOKpbIThIE nnéHouHon oBonouykon
TEMHO-XKENTOrO C CEpoBaTbiM OTTEHKOM
useta. Ha opHoW cCTOpOHE TabneTkw
mapkupoBka «NVR»Ha Apyroi cropoHe -
«FLO».

OpanbHble TabneTkn €0 CKOLIeHHbIMW
Kpasmu, NOKpbITbIE NNEHOUHON
o6onoukon TEMHO-XENTOro c
CepoBaTLIM OTTEHKOM LiBETa. Ha ogHoit
cTopoHe TabneTkn MapKupoBka «NVR»,
Ha APYroi CTOPOHE - «FLO».

NoanNWHHOCTE
Identification
- BunparnuntvH

Bpema yAepXMBAHWA OCHOBHOrO nuka Ha
XpoMaTorpamMMe McnbITyemoro pacreopa 1
AOMXHO COOTBETCTBOBATH BpeMeHNn
yaepXKUBAHWA NWKa BunaarnunTUHA Ha
XxpomaTorpamMMe CTaH4apTHOro pacTaopa.
PasHuua BO BpPEMEHW YAEPXWBAHWA He
AomkHa cocraenate Gonee + 2,0%.

BOX: CooTBETCTBYET

- MetchopmuHa
rMapoxnopua

Bpems yAepXMBaHWA OCHOBHOTO nuka Ha
XpoMaTorpamMMe UCnbiTyemoro pacreopa 3
L[OSMKHO COOTBETCTBOBaTL BpPEMEHN
yaepxusaHua nvka meTdopmuHa
ruapoxnopuaa Ha Xpomarorpamme
cTaHaapTHoro pacteopa. Paadumua  BO
BpeMeHN  yOepXuBaHws He [J0NnKHa

B3XX: CooTBeTcTByET
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Version: 4.0

AHanUTUYECKUIA NACNOPT Ha rOTORYIO NPOAYKUUIO

00 "HosapTuc Hesa"

flopora B KameHxy, A.40, kopn. 3,
nut. A, nut. B

104382, Poccun, Cankr-Metepbypr

Tenedon: +7 812 336 8891

b7 KoHTponb ka4ecTpa
Homep nacniopra: ; .
Carificate number 4:405-0421 Bepom.L0
Ne MoxasaTtenn* TpeGoBaHve PeaynkTar
Parameters _ Requirements Result
cocraensaTe Gonee £ 2,0%.
He meHee 80% (Q) OT 3amBREHHOrO 100% oOT 3aABRNEHHOro COoAepXaHWA
cofepXaHua BUNAArNUMTUHA yepea | BUNAArNUNTUAHA Yepes 30 MuHyT,
3 | PacTBopeHue 30 MuHYT
Dissolution He meHee 80% (Q) or 3aseneHHoro | 9% OT 3aABNEHHOrO COAEPXaHNA
COAepKaHUR MeT(hOpMUHa TUAPOXNOpPUAA MeThopMuHa rmapoxnopuaa Yepes 30
yepes 30 MUHYT. MUHYT
Bopna
4 L= He Gonee 1,0%, 0,3%
Water
202-01 (amua): He Bonee 0,5% 202-01 - MeHee npegena
209-01 (UMKIMYECKUIA aMUaUH): konuyecTeerHoro onpegenexus (0,1%);
He Gonee 0,2% 209-01 - MeHee npegena
207-01 (aukeTonunepasuH). konwuecTeexHoro onpegenenna {0,1%),
floﬂ;:i:m"”a He Gonee 0,2% 207-01 = He obHapyXeHo,
Rglare d sijbiiances EAvHWYHOR HewaeHTUdMLUMpoBaHHOR | EAnHNYHARA HenaeHTuMLUpoBaHHan
- Mpumeci npumecwu: He Gonee 0,2% npyumMech - MeHee npegena
BungarnuntuHa | Cymma Bcex npumeceii: He 6onee 1,0% 2‘8";‘;2;““""”" onpegeneHena
Cymma Bcex npumeced - MeHee
npeaena KOMUYECTBEHHOrD
onpeaenenus (0,1%)
5 1-LinaHoryaHuauH: He 6onee 0,02% 1-LinaHoryaHnauH - MeHee npepena
EovHWYHOR HEVAEGHTUULMPOBAHHON | KONU4ECTBEHHOrO onpepenexus
npumecy: He Gonee 0,1% (0,01%);
Cymma Bcex npumeceii: He Bonee 0,6% EAvHMaHas  HEWABHTU(ULMPOBAHHAS
npumech - MeHee npegena
- Npumeck 366-98 — He Bonee 0,2% KONWYECTBEHHOIO onpeaeneHvs
MeTcdopMuHa (0,05%);
ruapoxnopuga Cymma Bcex Tnpumeceid - MeHee
npeaena KONMUYECTBEHHOro
. onpeaenexvn (0,05%)
366-98 - MeHee npeaena
konuyecTsenHoro onpeaenexus (0,1%)
OaHOpOAHOCTL
6 A03MpoBaHKUA AV S 15.0 BungarnunTtud: AV = 2,0
Uniformity of s MeTchomuna ruapoxnopua: AV = 1,3
dosage units
Or 95,0% po 105,0% sunparnunTuHa OT
E:":;:;;z:';"“ 3aABNEHHOrO CoaepXaHua
A sgay BHyTpeHHwiA npesen wa semnyck (IRL): | 99,3 %
7T = BUnAarmAnTYH He MeHee 97,8% BunaarnMNTUHa OT
3anBNeHHOTO coaepXaHuA
- MeTchopmuHa Or 950% po 105,0% wmerdopmuHa 99.7 %
rmapoxnopua ruapoxnopuga oT 3aABNEHHOro !
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TIWUEH3UA Ha OCYLLECTBNBHWE NPOM3BOACTEA NEKAPCTBEHHBIX CPEACTD Ne00153-1C oT 09 HorGpa 2015

roaa

Doc No. : FRM-8015490
Version : 4.0

AHANUTUYECKMIA NACNOPT Ha rOTOBYIO NPOAYKLUMIO

00 "HosapTuc Heea"

[opora B KameHky, A.40, kapn. 3,
nwT. A, nut. B

194362, Poccun, Cankr-Metepbypr

Tenedon: +7 812 336 9891

Parameters

KoHTponk KavecTsa

Requirements

HoMep nacnopra: _ADE. ;
Caiifcals HmbarS: : 4-405-0721 Bepcws: 1.0
e | Moxasatens* TpeGosanue PeaynbTar
Result |

coaepXaHuA.

8 YnakoBska
Packaging

Mo 6 Tabnetok B 6Gnuctep An/An.

Mo 5 6nucTepos BMECTe C UHCTPYKLUE: no
npuMeHeHWto B nauky.  [onyckaerca
HanuymMe KOHTPONA NepBUYHOTO BCKPbITWA
Ha KapTOHHON Nauyke.

B cnyuyae ynakoekv Ha OOO «HoeapTwuc
Hesa» nokpbiBaloLwan chonbkra
cootsercteyer MOCT 745-2014, chonbra
XONoaHoro hopmMoBaHMA COOTBETCTBYET
FOCT P 52145-2003, KapTOHHas nauka
cooteercreyer FOCT 33781-2018

Mo 6 TabneTok 8 6nucTepe AVAn,

Mo 5 6nMcTepoB BMECTE C MHCTPYKUWeN
no npUMeHeHwo B nayke. Hanuuue
KOHTPONS MNEepPBUYHOTO BCKPBITUA Ha
KapTOHHOW Nadke.

MokpbiBalowan thonbra COOTBETCTBYET
FOCT 745-2014, donbra xonogHoro
cdopmosanua cooreetcteyer FOCT P
52145-2003, KapToHHan navka
coorsercTeyeT FOCT 33781-2016

9 MapkupoBKa
Labelling

H e a CCKOM ___HA3bl
ablBaOT:  NOrOTMN  KOMRaHwM  (Ha
naTvHwle), TOproeoe  HavMmeHoBaHue
npenapaTta c npegynpeauTensHoM
MapKupoBKO# ®, AO3NPOBKY,

nexkapcTBeHHylo opMy, rpynnupoBovHOE
HauMeHOBaHWe, AaTy OKOHYaHWA CpoOKa

rogHocTH, Homep cepun, pary
npon3soacTea.
HonyckaeTca Hanuyne BHYTPEHHWX

yNaKoBOYHbIX KOAOB KOMNAHWUA.

B cnyyae OCYL|ECTBNEHWA NEepBUYHON
ynaKoBKU Ha NPOW3ROACTBEHHOW nnouwjaake
000 «Hoeaptuc Heea», Poccua Aara
NPOW3BOACTEA HE YKa3blBAETCA.

Ha kapToHHO# nauke Ha DYCCKOM W
aHrNWACKOM A3bIKax YKa3blBAKIT. NOraTun
KOMnNaHuM (Ha naTuHWUe), ToproBoe
HavmeHoBaHWe npenapara (c
npeaynpeavTenbHoi  Mapkwpoekon  ®,
rpynnuposoYHoe HaumeHoBaHue,
LO3MPOBKY, Ha3BaHUA W codepxaHne
feicteylowmx Beljecte B 1 Tabnertke,
neKkapcTBeHHylo ¢opMy W KONWYECTBO
tabnetok B8 ynakoeke, «QnA npuéma
BHYTPb», YCNOBWA XpaHEeHWA, YCnoBWA
oTnyCcKa, «XpaHWTb B HEAOCTYNHOM AnA
aeteit mecte», «MoapoGHbie yKasaHWA no
nNpUMEHeHWIO npenapata npusefeHsl B
NPUAOXEHHOH VMHCTRYKLMN», HOMep
perucrpaunoHHore ygoctoBepeHus  (Ha
pycckoM A3blke), HaseaHue W agpec
(ctpaHa)  komnaHwn -  Bhnagensua
perncTpaunoHHoro YAOCTOBEPEHWA,

Ha 6nucrepe Ha DYCCKOM A3bike

ykazaHbl: NOrOTMR  KOMMaHuu  (Ha
naTtuHWue), TOprosoe HaumeHoBaHue
npenapata C npeaynpeauTensHOM
MapKUPOBKOWA ®, DO3UPOBKA,
nexapcTeeHHan chopma,

rpynnMpoBOYHOe HaumeHoBaHve, AaTa
OKOHYaHWR] Cpoka [OAHOCTW, HOMep
cepun. BHyTpeHHWE YNaKkoBOUHbIE KOAbI
KOMNaHMm W nata  nNpousBoAcTea
OTCYTCTBYIOT.

Ha KapTOHHOW nayke Ha pycckom U

AHINUACKOM R3blkax yka3daHbl: NoroTun
KOMnaHuM (Ha natuHWue), Toproeoe

HavmeHoBaHWe npenapaTa c
npeaynpeauTentHoi Mapkuposkod ®,
rpynnupoBoYHOe HaumMeHOoBaHwue,

[03MPOBKa, Ha3BaHWMA W coaepXaHue
pedcteylowux sewecte 8 1 tabnetke,
nekapcTeeHHas ¢Gopma W KONWYecTso
Tabnetok 8 ynakoBke, «fns npuéma
BHYTpb», YCMOBWA XpaHEHWA, YCnoBus
oTnycka, «XpaHuTb B HeAOCTYNHOM AnA
aeteit mecren, «ogpobHble ykaszaHuA
No NPUMEHEHUIO Npenapara NpMBeaeHs!
npUnoXeHHOW WHCTPYKLUWWA®, HOMED
PErMcTPaLVOHHOro yaocToBepeHus (Ha
pyccKOM s3blke), HassaHwe W agpec
(cTpaHa) komnaHuv — Bnagjensua
perucTpaumoHHoro YAOCTOBEPEHMA,
HaseaHwe W apgpec (ropoa, CTpaHa)
KOMNaH1uu - npou3soAUTENs
(BBINYCKAIOLWMIA KOHTPONb  Ka4ecTsa),
_WITPUX-KOA, faTa OKOHYaHWA Ccpoka
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Doc No. : FRM-8015490

Form to SOP-8013721 Version:: 4.0
AHANUTUYECKWA NACNOPT Ha FOTOBYK NPOAYKLUIO
JIMLEH3Ns Ha OCYLLeCTBNEHHE NPOMIBOACTBA NeKapcTaeHHbix cpeacta Ne001563-JC ot 09 HoRGpA 2015 OO “HosapTnc Hega"
roaa Hopora 8 Kamenxy, A.40, kopn. 3,
nT. A, nut. B
194362, Pocewn, Cankr-TNetepbypr
TenedoH: +7 812 336 9891
: KoHTponb KayecTea il
Homep nacnopia: = ;
oh mgmmbgj o iy 4-405-0721 Bepcus: 1.0
P —
Ne | Mokazaress* - TpeGoBanue PeayneTtat
& Parameters Requiremsnts Result
HassaHwe W aapec (ropoa, CTPaHa) | rofHOCTM ( Ha PYCCKOM R3bike), HOMEp
KOMNaHuu - npoussoauTens | cepun (Ha pycckom f3blke), AaTa
(BbINyCKAOWMA  KOHTPONb  KauecTea), | NPOM3BOACTBA (Ha pycckoMm Aabike),
WTPUX-KOA, AATY  OKOHYaHWA  Cpoka | BHYTPeHHWe ynakoBoYHble koAbl
rogHOCTM (Ha pYCCKOM f3blke), HOMEpP | KOMNaHUW.
cepus (Ha  pycckom  A3bike), AaTy | HaHeceHbl cpeacTsa naeHTUdUKaLKn
NPOV3BOACTEA (HA PYCCKOM A3bIKE). ans MOHUTOPWHIa OBWKEHMst
LonyckaeTca Hanwiue BHYTPEHHNX | NEKAPCTBEHHLIX ~ Npenapatoe  AnA
yNaKoBOYHbLIX KOAOB KOMMaHWA. MeAULIMHCKOro npuMeHeHus oT
[lononuwuTensHo MOryT GbeiTe  HaHeCeHbl | NPOU3BOANTENA Ao KOHEYHOro
cpeacrea ngeHTudukaumumn ans | norpeburens,
MOHUTOPWUHra ABWKEHUA neKapCTBEeHHbIX
npenaparos Aana MeaULKHCKOro
NPMMEHEHWA OT  npowuaBoauTens Ao
KOHeyHoro norpeburens.
Cpok rogHoCTH
(Meproau4HOCTL
10 | koHTponA) 2ropa 2 ropa (31.05.2023)
Shelf life (Frequency
of control)
1 );g::geeuue Mpn Temnepatype He Boile 30°C.

* . MUKPOBMONOTUYECKAR HUCTOTAY HE ABNAETCA PYTUHHBIM METOAOM aHANW3a N MOXET OTCYTCTBOBATL B CepTUdukaTe

aHanuaa KomnaHw
3. 3AKNIOYEHME

CONCLUSION
NexapcTeeHHbii npenapar Mansyc Met®, TabneTkv NOKPbIToIE NAEHOYHOW obonoukoin, 50 mr + 1000 mr Ne30,
Homep cepun LM01150621, cooTeTcTeyeT TpeGosaHnAM HOPMATUBHOA AOKYMEHTaLMM NCP-001749/09- 2009%8
uameHeHve N2 1, namenenvie Ne2, nameHexve Ned.

; Crapuumit cheuvanvet no
Yreepaun KOH‘lean KavecTaa Anexcees B.0. UL, 08 L vy
Approved by gf//

: AomxrocTs (Position) ®UO (Full name) Nara (Dale) _.iﬁnm:b (Signature)
Version Description of change o \
(Bepcus) (OnucaHue nsmeHeHUA) A

1.0 HoBbiid nacnopt
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