NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanNUTUYECKUH NACNOPT Ha FOTOBYIO NPOAYKLUIO

JINLeH3usA Ha OCyLLECTBNEHNE NPON3BOACTBA NEexapCTBEHHbIX cpegcTe Ne00153-i1C

000 "Hoeaptuc Hesa"
Poccun, Cankr-MeTepbypr,
Hopora B Kamenky, 4.40, kopn, 3, nutepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponk kavectea

Homep nacnopra:
Certificate number

4-679-1221 Bepcust:1.0

1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoayKUuuu:
Product Name

ranesyc® Ttabnetku 50 mr Ne 28

ﬂpoaepeﬂo Ha COOTBETCTBUE C.
Checked against

NCP-008119/08-290719 Mansyc TabneTtku 50 mr

Wamenenue Ne 1 oT 22.11.2019

MNamenenne Ne 2 ot 19.03.2020

MameHeHue Ne 3 ot 09.12.2020

WameHeHue Ne 4 ot 24.06.2021

NameHeHue N2 5 ot 02.09.2021

Cneundukauma kadectea Ha [ansyc®, Ttabnetks 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 7.0

BHYTpeHHUN Kop, Homep cepum nl
HepacdacoBaHHO npoaykuumn: | 42027188 HepacdacoBaHHOW npoaykumuu LV1556
Product Code Bulk Batch Number Bulk
BHyTpeHHHMA KOA ynakoBaHHOM Homep cepuu ynakoBaHHO#
NPOAYKUMH: 44068548 NPOAYKUKK: . LV90030122
Product Code FDF Batch Number FDF
arta Nnpou3BoAacCTBa:
ﬁanufactgdng Daf:‘ 06.01.2022
; Pasmep cepuM 3a BhIYETOM
g;:.:‘ ;_fecepuu. 34 976 yn. npo6: PR 34 963 yn.
Batch size without samples
2. NONYYEHHLIE PE3YNbLTATbI
TEST RESULTS
Ne Mokasarennb* TpeGoBaHue PesynbTar
Parameters Requirements Result
Ot OGenoro Ao ceetno-xentoro ueeta | Benoro useTta «kpyrnble rnagkue
1 OnucaHue Kpyrrble rnagkue TabneTkn co CKOLLEHHBIMY | TaBneTkv CO CKOLUEHHBIMU KpasiMU, C
Appearance kpasimu, ¢ rpaeupoekoit «NVR» Ha opHo# | rpasuposkoin  «NVR» Ha  oaHoR
cTopoHe u «FB» Ha gpyroi cTopoHe. cTopoHe U «FB» Ha apyro CTopoHe.
Bpemsa yaepXwBaHWA OCHOBHOro NuKa Ha
XpomartorpaMme MCnbITyEMOro pacTeopa,
NPUroTOBNEHHOrO ANA  KONWYECTBEHHOro
onpedeneHns, AOMKHO COOTBETCTBOBATb
BPEMEHW YAepX1BaHuA nuka | BOXKX: CooreeTcreyer
MoAnMHHOCTL BUNAArmMNTUHA Ha Xpomarorpamme

o | Identification

- BunparnunTuH

cTaHpapTHoro pacteopa 1a. Otnuuve BO
BpeMeHax yAepKUBaHUS OOIMKHO
cocTaenATe He Gonee + 2,0%.

Ha xpomaTorpamme McrbITYyeMoro pacTeopa
OCHOBHOE NATHO NO MOMOXEHUI, OKPacke M
BEMMYWHE [OMKHO COOTBETCTBOBATb MATHY
Ha Xpomarorpamme CTaHAapTHOro
pacTeopa.

TCX: CooTseTcTByeT

PacTtBopeHune
Dissolution

He wmeHee 80% (Q) BwnagarnunTuHa oOT
HOMWHanbHOro cofepxaHua AOIMKHO
nepeiitv B pacteop Yepes 30 MUHYT

100%
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), NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanuTUyeckuii NacnopT Ha rOTOBYIO NPOAYKLMIO

Jnyersus Ha ocyllecTaneHue NPOU3BOACTEA NEKapCTBEHHbIX cpeacts Ne00153-NC

00O "HoeapTuc Hesa"
Poccus, Cankr-MNeTepbypr,
fopora B KameHky, 4.40, kopn. 3, nutepa A

Tenechon: +7 812 336 9891
novartis.neva@novartis.com

KoHTpons kayectea
Homep nacnopra: ]
o sescitrrd 3 = ( 4-679-1221 Bepcusi:1.0
Ne MNokasarenn* TpeGopaHue Peaynbrar
Parameters Requirements Result
4 a?a?:r He Gonee 2,9 % 1,8%
202-01 (amug): He Bonee 0,5% 202-01 — meree 0,1%:
PoacreeHHble 208-01 (umnknuyeckuii amuauH): 209-01 - He oBHapyxeHo;
npumMmecu He 6onee 0,2% 207-01 — He oBHapyXeHo;
5 | Degradation 207-01(ankeTonunepasuH): He Bonee 0,2% | EAMHNYHBIA HeWAEHTUDULNPOBAHHDIA
products EAvHUYHBIN HenaeHTUULUMPOBaHHLIA | NPOAYKT pacnaaa — He oBHapyKeHO;
- Bungarnuntuna | npoaykT pacnaga: He Gonee 0,2% Cymma npoayktoB pacnaga — meHee
Cymma npogykToB pacnaaa: He 6onee 0,8% | 0,1%
OaHopoAHOCTL
DO3UPOBAHUA
6 | Uniformity of AV =150 AV=15
dosage units
-BungarnuntuH
KonuyecTBeHHOe
7 onpeaeneHve Ot 95,0% po 105,0% sungarnunTuHa ot 100.5%
Assay HOMWHaNbLHOro coaepXaHuns :
- BungarnunTuH
Mo 14 Tabnetok B GnucTep An/An. Mo 14 TabneTok B Gnuctep An/An.
S —— Mo 2 unu 4 Gnuctepa Bmecte c | [To 2 GnucTepa BMECTE C MHCTPYKUMEN
8 Packing VHCTPYKUMEW NO MPUMEHEHMI0 B nauky. | N0 NpUMEHeHWo B navky. KOHTponb
Honyckaetcs Hanwyne KOHTPONA | NEPBUYHOIO BCKPLITUS HAa KapTOHHOM
NEPBUYHOrO BCKPLITUA HA KAPTOHHOM Nayke. | Navke NPUCYTCTBYET.
Ha GnucTtepe Ha pycckom asbike ykasbiBaloT: | Ha  6nuctepe  Ha  pycckom  sabike
noroTun KomnaHn (Ha naTuHUUE), TOProBOe | yKasaHbl:  JIOrOTUN  KOMNaHuM  (Ha
HaumeHoBaHue npenapara C | natuHWLe), TOproBoe HauMMeHoBaHWe
npeaynpeauTensHoi MapK1pPOBKOM ®, | npenapata ¢  npegynpeawuTenkHol
A031POBKY, MeXxayHapoaHoe | MapKUpOBKOHA ®, J031pOBKa,
HenaTeHToBaHHoe HanMeHoBaHue, | MexayHapogHoe HenaTeHToBaHHoe
NeKapcTBeHHylo opMy, [AaTy OKOHYaHWR | HauMeHOBaHWe, NeKapCTeeHHan (hopma,
Cpoka rofHOCTW, HOMEep cepws, JAaTy | AaTa OKOHY@HUSA CPOKa roAHOCTW, HOMEp
Npou3BOACTBA. cepui. BHyTpeHHVE ynakoBOuHbIE KoAbl
HonyckaeTca HaHeceHue BHYTPEHHUX | KOMNaHUK OTCYTCTBYIOT. Aara
YNakoBOYHbLIX KOAOB KOMNAHWMN. NpOV3BOACTEA OTCYTCTBYET.
B cnyyae ocyulectBneHus nepBUYHOI | Ha_ KapTOHHOA nauyke Ha pycckom w
0 MapkupoBka ynakoBku Ha NPOM3BOACTBEHHOA nnowagke | aHIMUACKOM f3blKax YKa3aHbl: MOroTvn
Labelling 000 «HoBaptuc Hesa», Poccus [jara | KOMNaHWv (Ha naTUHULE), TOProBoe
NPOU3BOACTBA HE YKasblBaeTes. HaumeHoBaHue npenapara c
Ha kapToHHoW nayke Ha pycckoM W | npeAynpeauTensHOd MapKApoBKOH ®,
aHIMWACKOM _A3bIKaX YKa3blBAIOT: JIOrOTMN | MEXAyHapoAHoe HenaTeHToBaHHoe
KOMNaHuM  (Ha  naTvHuue),  TOproeoe | HauMeHoBaHue, A03upoBKa,
HauMmeHoBaHue npenapara C | nexapcTBeHHas ¢opMa WM KONU4ecTso
npeaynpeauTenbHol MapKWpPOBKOMA ®, | Tabnetok B ynakoBKe, YCNOBWA OTNycKa
MexayHapogHoe HenaTeHToBaHHoe | U3 anTeK, «[nA npu&ma BHyTPb»,
HauMeHoBaHWe, AO3VPOBKY, NEKAPCTBEHHYK | Ha3BaHWe W COAepXaHue AeNCTBYIOLLEro
thopMy 1 konuyecTeo TabrneTok B ynakoske, | Beljectsa B 1 Tabnertke, ykasaHue o
ycnoBsua oTnycka Wa antek, «[ns npwéma | cogepkaHuu nakTossl GespogHOW B
BHYTPb», HasBaHve U cofepxaHue | KayecTse BCMOMOraTeNnbHOro BellecTsa
devicteylowero sewectea B 1 Tabnetke, | u ee konuuecTso B 1 Tabnerke, ycnosus
(Native) Information Print Date; 18 January 2022 Page 2 of 3 Business Use Only « ESOPS D2
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Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanuTMyYeckuit NacnopT Ha roToBYK0 NPOAYKLUIO

JlnyeHamns Ha ocylUecTBneHe NPOU3BOACTBA NEKAPCTBEHHbIX cpeacTs Ne00153-NC

OQO "HoeapTuc Hesa"
Poccun, Cankr-MeTtep6ypr,
Nopora B Kamerky, a.40, kopn. 3, nutepa A

Tenedchou: +7 812 336 9891

novartis.neva@novartis.com

KoHTpont kayecTsa
Homep nacnopra: l ’
Corlifiais Hiimbar 4-679-1221 Bepcus:1.0
Ne MNMokasaTennb* TpeboeaHue Pesynbrar
Parameters Requirements Result

yKasaHue 0 cofepaHuu naktoabl 6easoaHoR
B Ka4ecTsBe BCNOMOraTernbHOro BelecTsa 1 ee
KonuyecTtso B 1 TabneTtke, yCnoBWA XpaHeHuUs,
«XpaHWuTb B HEAOCTYNHOM ANA AETel MecTe»,
«loppobHble yKazaHUd N0 NPUMEHEHMIo

npenapata npuBefeHbl B  MPUIOXKEHHOR
WHCTPYKUWKM»,  HOMEP  PEerMcTpauWoHHOro
yaocToBepeHuAa  (Ha  pycckoMm  S3biKe),

HauMeHoBaH1e W agpec (CTpaHa) KOMNaHWuKA —
Bhagensua perucTpaUmMoHHoro
YAOCTOBEpeHWs, HavMeHoBaHWe W agpec
(ropop, cTpaHa) KOMNaHUM — NPOU3BOAUTENS,
WTPUX-KOA, HOMEp Cepu (Ha PYCCKOM S3bIKe),
AaTy NpoW3BOACTEa U AATY OKOHYaHWA Cpoka
rogHocTM (Ha pycckom f3blke), noroTvn
TOProBOro HaMMeHOBaHWS.
[HonyckaeTca HaHeceHue
YNaKOBOYHbIX KOJOB KOMMAHWUM,
[JlononHutensHo MoryT BbiTe  HaHeceHsbl
cpeacTsa WAeHTUMUKAUMKM ANA MOHUTOPUHra
ABWXEHUS NekapcTBEHHbIX npenapaToB Ans
MeOULUHCKOro NPUMEHEHUA oT
nNpon3BoAWUTENA A0 KOHeYHoro notpeburens.

BHYTPEHHUX

XpaHeHWs, «XpaHuTb B HEAOCTYNHOM ANA
aeteir mecte», «MogpobHble ykasaHus
no NpUMeHeHWIo npenapaTta npuBeaeHsb
B NPWNOXEHHOW WHCTPYKUUU», HOMEp
PEerucTpaLuoHHOro yOoCToBepeHus (Ha
PYCCKOM RA3blke), HauMeHoBaHWe U agpec
(ctpaHa) komnanumm ~  BRagensua
perucTpaunoHHoro yAOCTOBEpPEHWSA,
HaumeHoBaHue W agpec (ropog, ctpaHa)
KOMMNaH1A — NpoU3BOAWUTENR, LWTPUX-KOA,
HOMep cepun (Ha pycckom fisblke), AaTa
Npow3BOACTBA W AaTa OKOHYaHWA Cpoka
rOAHOCTU ( Ha PYCCKOM A3bIKE), NOroTun
TOProBOro HauMEHOBaHWA, BHYTPEHHWE
YyNakoBOYHLIE KOALI KOMMAHUK.

HaHeceHbl cpeactBa wMAaeHTUDMKaLUM
ans MOHWTOPWHra ABWXEHUA
neKapcTBeHHbIX npenaparos ana
MeaWLMHCKOro npuMeHeHus oT
npoussoguTens Ao KOHEYHOro
notpeburens.

10 XpaHeHue
Storage

B opuruHansHoi ynakoske npv Temneparype

He Bbiwe 30°C.

KOHTpOnA)

| shelf life

control)

Cpok rogHocTH
(MepuoauyHOCTL

(Frequency of

3roga

3ropa (31.12.2024)

* - «Mukpobuonoriyeckas YUCTOTa» He ABMABTCA PYTUHHLIM METOAOM @aHaNW3a W MOXET OTCYTCTBOBaThL B CepTUdMKaTe

aHanuaa KoMmnaHuu

3. 3AKINKOYEHUE
CONCLUSION

JlekapcTeeHHbid npenapat lansyc® Ttabnetku 50 mr Ne 28, Homep cepuu LVS0030122 cooTBeTcTByeT
TpeboBaHWAM HOpMaTuBHOW pdokymeHTauuu JICP-008119/08-290719, wameHeHue Nei,
nameHeHue Ne3, uameHeHnne Ned, nameHeHve Nes,

U3MEHeHMWe Ngz,

/ .

Craplmin cneywanuet no Anexcees 5.0
X;:}:&ﬂg? KOHTPOMIO KayecTea \§ o\ 2022
JomkHocTb (Position) ®UO (Full name) fara (Date‘):
Version Description of change
(Bepcus) (OnucaHve UsMeHEHUA)
1.0 Hosblt nacnopr
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{' " NOVARTIS Doc No. : FRM-8015490
Form to SOP-8013721 Version : 4.0

AHanuTUYeCKUA NacnopT Ha roTOBYIO NPOAYKUUIO

JlnueHsnn Ha ocywecTeBneHUe NPOU3BOACTBA NeKapCcTBEHHBIX cpeacts Ne00153-11C ot 09 Hoabpa 2015 OO "Hosaptic Hepa"

roaa Hopora B Kamenky, 4.40, kopn. 3,
nut. A, nut, B
194362, Poccus, CaHkT-MeTepbypr

TenedoH: +7 812 336 9891

KoHTponb kavecTea

Homep nacnopra: ‘
Certiﬁcaes numberp 4-75-0222 Bepcus:1.0

1. OBLLASA UHOOPMALINA
GENERAL INFORMATION

HaumenoBsanue npoaykuuu: Fansyc MeT® TabneTku, NOKPbIThIE NNEHOYHOH 060NOYKOM, 50 Mr + 500 Mr
Product Name Ne30

JNICP-001749/09-200918 Tlaneyc MeT®, BuNAarnUNTMH + METHOPMUH,
TabneTku NoKpbITbIe NNEeHoYHON oBonoykoi 50 mMr + 500 Mr, 50 + 850 mr, 50
+ 1000 mr
N3meHeHue Ne 1 ot 12.11.2018
, WameHeHne Ne 2 ot 21.05.2020
2,,2’;?;‘;3:55?‘ COOTHOTCTEMS € | |1smenenme Ne 3 oT 22.01.2021
MameHeHune Ne 4 ot 08.10.2021
Namenenue Ne 5 ot 20.09.2021

Cneundukauusa ka4ecTsa Ha aneyc MeT®, TabneTku NOKPbITbIE NNEHOYHOM
oGonoukoit 50 mMr + 500 mr Ne30 SPEC_FDF_00080122, sepcus 6.0

BHyTpeHHu# kog Homep cepuu
HepaccacoBaHHON npoaykuumu: | 42027185 HepacdacoBaHHOW npoaykuuu: LX8291
Product Code Baik Batch Number Balk
BHyTpeHHMWA KOO ynakoBaHHOW Homep cepun ynakoBanHo#H
npoayKumnu: 44068549 NPOAYKLUMU: MA60290222
Product Code FDF Batch Number FDF
arta npon3BoACTBa:
ﬂanufacflzgqg D.ﬂlte:1 25.02.2022
‘ Pasmep cepuu 3a BLIYETOM
gftgf:‘ b B ol 11 976 yn. npo6: Rty 11 934 yn.
Batch size without samples
2. MONYYEHHLIE PE3YNbLTAThI
TEST RESULTS
Ne MokasaTtens* TpeGoBaHue Peaynbrar
Parameters Requirements Result
OsanbHble  Tabnetkn Cco  cKOWEHHbIMW | OBanbHble TABNETKU CO CKOLLEHHBLIMU
Kpasamu, MOKpbITbie NNEHOYHOW O0OO0MOYKOIA | Kpasamu, NOKpbITbIE NNEHOYHOIA
0 ceeTno-xéntoro co cnabbim posoBaTbiM | 0BONOYKOA  CBETNO-XENTOrO  cO
1 A;‘;‘;ﬂ:ﬂﬁ OTTeHkoM uBeTa. Ha ogHoOW cTopoHe | cnabbiM pO30BaTLIM OTTEHKOM LIBETA.
Tabnetkn Mapkuposka «NVR», Ha apyroi [ Ha  ogHoit  cTopoHe  Tabnetku
CTOpoHe - «LLO». MapkupoBka «NVR», Ha pgpyroi
cTopoHe - «LLO»,
Bpema ynepkuBaHUs OCHOBHOrO nuka Ha
XpoMaTorpamme WcnbiTyemora pacrsopa 1
MoanuuHocTs OOIMKHO COOTBETCTBOBAaThL BPEMEHM
Identification YASPKWBaHWA nuKa BUnAarnunTMHa Ha | BOXKX. CooTeetcTByeT
XpomarorpamMme CraHAapTHOro pacTBopa.
- Bunaarnuntiux PasHuua BO BpeMeHW yaepXuBaHWUA He
2 AomkHa coctaenaTe Gonee + 2,0%.
Bpema yaepxvBaHUA OCHOBHOMO MWKa Ha
XpomarorpaMMe UcnbiTyemMoro pacteopa 3
- MeTthopmuHa AOMKHO COOTBETCTBOBATL BpemMeHn
,-mpofngpm YAEPKUBAHUSA nuka MeTopMUHa B3KX. Cooraercrayer
ruapoxnopuaa Ha Xpomarorpamme
CraHOapTHoro  pacteBopa. PasHuua BO

(Native) Information Print Date: 15 March 2022 Page 1 of 4 Business Use Only « ESOPS D2




', NOVARTIS

Form

Nuuenans Ha oCyLECTBNEHNE NPOMIBOACTEA NIEKAPCTBEHHBIX cpeacts Ne00153-J1C ot 09 Hor6ps 2015

roaga

to SOP-8013721

Doc No. : FRM-8015490
Version : 4.0

AHanuTUYeCKuif NacNopT Ha FOTORYHO NPOAYKLMIO

OO0 "Hoeaptuc Hesa"

Hopora B KameHky, 4.40, kopn. 3,
nur. A, nut. B

184362, Pocena, Cankr-NetepBypr

Tenedou: +7 812 336 9891

KoHTponsb kavectsa
Homep nacnopra: i
el bl 4-75-0222 Bepcus:1.0
Ne Mokasarenn* TpeGoBanue Peaynbrar
Parameters Requirements Result
BPEMEHW  YAEepKMBAHWA He  JOmXKHA
cocTasnsTe Gonee * 2,0%.
He weHee 80% (Q) or 3asenenHoro | 100% oOT saseneHHoro coaepxaHus
cogepxaHus BUNAArNUNTUHA yepes | BUnAarnunTuHa yepes 30 MUHYT;
3 | PacTBopenue 30 MUHYT
Dissolution He wmenee 80% (Q) or 3saseneHHoro | 99% OT 3asBneHHoOro coaepkaHus
coAepxaHus MeTcopMmuHa rugpoxnopuaa | MET(OPMUHa ruapoxnopuaa yepes 30
yepes 30 MUHYT. MUHYT
g | 0,2%
Water He 6onee 1,0%. 170
202-01 (amup): He Gonee 0,5%
l':;':z';i""b'e 209-01 (UMKNUYECKUA aMUanH): 202-01 — meHee 0,1%;
Related substances | H¢ Bonee 0,2% 209-01 — He o6GHapyxeHo;
207-01 (guKkeTOnMnepasuH): 207-01 — He o6HapyxeHo;
- Mpumeck He Bonee 9,2% EavHuyHas HeuaeHTUUUMpOBaHHas
BunparnunTuna EawHuYHOR HEMAGHTUPULIMPOBAHHOR | NPUMECH — He OGHaPYKEHO;
npumeck. He Gonee 0,2% Cymma Bcex npumeceii — meHee 0,1%
5 Cymma Bcex npumeceii: He Gonee 1,0%
1-LnaHoryaHuaun: He Gonee 0,02% 1-LinaHoryannanH — meHee 0,01%:
EavnnyHoi HEWAEHTUDUUMPOBAHHOM | ERUHUYHAA HEMAEHTUULMPOBAHHAS
- Mpumecu npumecu: He Gonee 0,1% npumech — mexee 0,05%;
MeTdopmuna Cymma Bcex npumeceii: He Gonee 0,6% Cymma Bcex npumeced - meHee
rmapoxnopuga 0,05%
366-98 — He Gonee 0,2%. 366-98 — meHee 0,1%
OaHopogHocTb
6 | MO3MpOBaHusA AV €150 Bunparnuntud: AV =0,9
Uniformity of ! MeTcomuHa ruapoxnopua: AV = 1,4
dosage units
OT 95,0% fo 105,0% ewngarnunTHa oT
KonuvecTtBeHHoe | 3asBNEHHOro cogepaHus
onpeaenexHune BHyTpeHHHit Npeaen Ha Bbinyck (IRL): He | 100,0%
7 | Assay MeHee 97,2%  BWNOarnMNTMHa  OT
- Bungarnuntuu 3aABNEHHOIO coAepXaHus
- MeTdopmuna Or 950 % po 1050 % wmetchopmuna
ruapoxnopug rmgpoxnopvaa oT 3anBneHHoro | 99,6%
coaepXaHus.
OBLuee uncno aspobHbIX MUKPOOPraHU3MOoB
ﬂb;:pzs:g:_grme —He Gonee 10°KOEB 1T; MeHee 50 KOEB 1T;
8 Microbiological ObLee uucno ApoXOKEBLIX U NNECHEeBLIX
: rpubos — He Gonee 102 KOE B 1T; Meree 10 KOEB 1T;
punty OrtcyTcTBue Escherichia colis 1. OtcyTcTBue B 1.
lNo 6 TabneTok B Gnuctep An/An. Mo 6 TabneTok B Bnnctep An/An.
iR Mo 5 Gnucrepos BmecTe ¢ uHCTpykumMeid no | Mo 5  GnucTepos  Bmecte ¢
9 Paokeging NPUMEHEHWIO B Nayky. [JonyckaeTca Hanuyue | MHCTpyKUMei A no  npuMeHeHmio B
KOHTPONA  MEepBUYHOrO  BCKPLITUR  Ha | mauky. Hanuuve KOHTpOnNA
KapPTOHHOM Mayke. NEePBUYHOrO BCKPLITUSA HA KapTOHHOM
(Native) Information Print Date: 15 March 2022 Page 2 of 4 Business Use Only « ESOPS D2
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Form to SOP-8013721

TuueHans Ha ocyllecTRNeHWe NPON3BOACTEA NEKAPCTBEHHEIX cpeacts Ne00153-11C or 09 Hosbps 2015

roaa

Doc No. : FRM-8015490
Version : 4.0

AHanuTH4ecknit NacnopT Ha roTOBYIO NPOAYKLUIO

OO0 "Hosaptuc Heea"

Hopora & Kameriky, 4.40, kopn. 3,
nut. A, nut. B

194362, Poccun, CaHkT-TMeTepBypr

Tenechox: +7 812 336 9891

KoHTponb kayecTea
Homep nacnopra: T 4
phechelaitlinnini [ 4-75-0222 Bepcwus:1.0
Ne lMokaszatenn* TpeGosaHue Peaynbrar
Parameters Reqguirements Result
nadke.

10 Mapkuposka
Labelling

Ha 6nucrepe Ha PYCCKOM SA3blKe YKa3bIBAIOT:

NOroTUN KOMNaHum (Ha NaTuHULe), Toproeoe
HanMeHoBaHWe npenapara c
npeaynpeanTensHoi Mapkuposkon — ®,
AO3UPOBKY, neKapcTBeHHy1o copmy,
TPyNNUpOBOYHOE  HaWMeHoBaHue,  Aary
OKOHYaHWA CpoKa rOAHOCTM, HOMEpP Ccepuu,
AaTy npousBoacTea.

[onyckaetca Hanuyune BHYTPEHHWX
yNaKoBOYHbIX KOAOB KOMNaHMWK.
B cnyyae ocywecrsnenus nepeuuHOIf

YNakoBKM Ha MPOW3BOACTBEHHON nMowaake
OO0 «Hoeaptuc Hesa», Poccus para
NpoOV3BOACTBA He yKa3biBaeTCH.

Ha kapTOHHOW nayke Ha _pycckoM u
aHINUACKOM _A3bIKax YKasblBAKT: NOroTvn

KOMnanuu  (Ha  natuHule), Toprosoe
HauMeHoBaHue npenaparta o
npenynpeavTensHoM MapKWpoBKoiA ®,

rPynNMpoBOYHOE HauMeHOBaHWe, O3UPOBKY,
Ha3BaHua W coAepXaHue AerCTBYIOLWUX
Bewects B 1 TabneTke, neKkapcTBeHHYIO
thOpMy ¥ KONMYeCTBO TabneTok B ynaKoBke,
«[ins npuéma BHYTPbY», YCNOBUA XpaHeHWs,
ycnoBusa otnycka, «XpaHuTb B HEOOCTYNHOM
ans peteit mecre», «MoapoBHule ykazaHus
Nno nNpUMEHEHU npenaparta nNpUWBEAEHbl B
NPUNOKEHHOM WHCTPYKLMWY, HoMep
PErMcTpaunoHHOrO  yAOCTOBEpEHUs  (Ha
Pycckom si3bike), HaseaHue U agpec (cTpaHa)
KOMnNaHWu — Bnafenblia perucTpauvoHHoro
YAOCTOBEpEeHUs, Ha3BaHWe u afpec (ropoa,
CTpaHa) KOMNaHMM —  NpoM3BOAUTENs
(BBIMYCKAIOWMA KOHTPONb KayecTsa), LTPNX-
KOA, AaTy OKOHYaHWA CpoKa rofHOCTH (Ha
PYCCKOM fA3blKe), HOMEp cepuu (Ha pycckom
A3blke), AaTty npPOM3BOACTBA (Ha PyCCKOM
A3bIKE).

[Honyckaerca Hanwyne
YNaKOBOYHLIX KOAOB KOMMaHMK,
dononuuteneHo MoryT 6biTb  HaHeceHsl
cpeacTea MAEHTUMUKAUMM ANS MOHUTOPUHIa
[ABUXEHMs NeKkapcTBEHHbIX NpenapaTtos ANS
MeauLWUHCKoro npUMeHeHus oT
NPOU3BOAUTENSA A0 KOHEeYHoro noTpebuTtens.

BHYTPEHHUX

Ha 6nucrtepe Ha pycckom si3bike
YKasaHbl: fOroTun  KoMnaHuu (Ha
naTuHWLEe), TOpProBoe HaMMeHoBaHue

npenapata ¢ npeaynpeauTensHoi
MapKUpOoBKOI ®, A03MpoBKa,
JiekapcTeeHHasn ¢dopma,
rpynnvpoBoYHOe HaumeHoBaHue,
Aata OKOHYaHWA CpoKa rOAHOCTM,
HoMmep cepun. BHyTpeHHUe

ynakoBOYHbIe KOALI KOMNaHUM U AaTa
MPON3BOACTBA OTCYTCTBYIOT.

Ha_xapronHoi nauke Ha pycckom u
SHINNACKOM A3bIKax ykasaHsl, NOroTvn

KOMNaHu1 (Ha naTuHULUE), Toprosoe

HavMeHoBaHue npenapara c
npeaynpesurensHoi mMapKupoekoii ®,
rpynnupoBoYyHoe HauMeHoBaHue,

AO3NPOBKA, Ha3BaHWA U cogepxaHue
AeAcTBylOWMX BewecTs B 1 TabneTke,
nekapcTBeHHas (hopma U KOMUYecTBo
Tabnetok B ynakoske, «[ns npuéma
BHYTPb», YCNOBUA XpaHEHURA, YCnoBus
oTnycka, «XpaHuTb B HEAOCTYMHOM
Ans  peteil  mecte», «MoapoBHble
yKasaHus no npuMeHeHuo npenapara

npuBeaeHbl B NPUNOXEHHOH
WHCTPYKLMKY, Homep
perucTpauvoHHoro  yAocToBepeHvs
(Ha pycckom a3bike), HasBaHwe W
agpec  (cTpaHa)  KoMnavuM @ -
Bnagensua perucTpaunoHHoro
YAOCTOBEPEHUs,, Ha3BaHuMe W agpec
(ropog, CTpaHa)  KomnaHuy  —
npouseoauTens (BbINyCKawoLWwMA

KOHTPOMb KayecTea), LUTPUX-Kof, Aata
OKOHYanMA cpoka rogHoctM (Ha
Pycckom s3blke), Homep cepuu (Ha
PYCCKOM A3bIKe), AaTa npous3BoAcTsa
(Ha pycckoM s3bIKe), BHYTPEHHWe
YNaKOBOYHbIE KOkl KOMMAHUW.
HaHeceHbl cpefcTBa uaeHTUdMKaLum
ans MOHWUTOPUHIra ABUXEHUA
NeKapcTBeHHbIX npenapatos  Ans
MeANLMUHCKOro NpPUMEHeHUs oT
Npov3BOAUTENS fo KOHEYHOoro
notpeburens.
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Doc No. : FRM-8015490

AHanuTUYecKuit NACNOPT Ha rOTOBYIO NPOAYKUMIO

JiuueH3uA Ha ocyllecTBNeHNe NPOM3BOACTBA NEKApCTBEHHLIX cpeacTs Ne00153-J1C or 09 HoAbpa 2015 OO "HoeapTuc Hesa"

HAopora B KameHky, 4.40, kopn. 3,
nut. A, nut. B

194362, Poccus, Cankr-MeTepSypr

Tenedon: +7 812 336 9891

Version : 4.0

KoHTponb kavecTtea

Homep nacnopra;
Certificate number

Ne

MokasaTenb*
Parameters

TpeGoBanue

Requirements

4-75-0222

Bepcus:1.0

Pesynbrar

Result

11

Cpok rogHocTH
(MepuoanyHocTh
KOHTpOnSA)

Shelf life
(Frequency of
control)

2 ropa

2 ropa (31.01.2024)

12

XpaHeHue
Storage

Mpw Temnepatype He Boile 30°C,

* = «Mukpobuonoruyeckas YMCTOTa» He ABNAETCS PYTUHHBIM METOAOM aHanusa n MOXET OTCYTCTBOBATL B cepTuthukare

aHanuia KoMmnaHum

3. 3AKNIOYEHUE

CONCLUSION
NekapcTBeHHblid npenapar Mansyc Met®, TabneTku MOKPbITbIE NNEeHo4HOW obonoukoid, 50 mr + 500 mr Ne30,
Homep cepun MAB0290222, cooTeeTcTByeT TpeGoBaHUAM HOPMAaTUBHOI AokymenTauyumn NICP-001749/09-200918.-
n3meHeHue Ne1, smeHerne Ne2, namerenue Ne3, usmeHenue Nod, usmeHenne No5.
/
/)
Crapuumii cneuManucT no 4
YTBepaun KOHTPOMIO KayecTsa Anexcees b.0 IS 03, 2022
Approved by 7
HonxHocTs (Position) ©UO (Full name) fOara (Date) |. . I1/HCb (Signature)
Version Description of change 4
(Bepcua) (OnucaHue uameHeHMiA) [ whp,
1.0 Hosbli# nacnopt '
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