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NOVARTIS

Form to SOP-8013721

AHanNUTU4YeCKUnA nacnopT Ha roToBYH NpoAyKUWio
JIMLEH3NA Ha OCYLLLECTBNEHUE NPOM3BO/ACTBA NekapcTeeHHbIX cpeacts Ne00163-N1C ot 09 Hosbpa 2015

ropa

Doc No. : FRM-8015490
Version : 4.0

00 "HoeapTuc Hesa"

[Lopora B KameHky, 4.40, xopn. 3,
nurt. A, nut. B

194362, Poccug, Cankr-TeTtepbypr

Tenedon: +7 812 336 9891

KoHTponk kayecTeBa

Homep nacnopra:
Certificate number

4-333-0621

Bepcwsa: 1.0

1. OBWAA NH®OPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe NpoayKLUWK:
Product Name

Onepuo, TaBneTku, NOKpbITEIE NNeHoYHO! oGonoukoi 100 mr Ne28

MpoBepeHO Ha COOTBETCTBUE C:
Checked against

NN 003532-250316 KOnepwo, TabneTky, NOKpPbITbIE NNEHOYHOW 06ONOYKON
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 mr+97,2

Mmr)

MameHeHne N2 1 ot 13.10.2016
MNameHeHue Ne 2 oT 26.12.2017
MameHeHune Ne 3 o1 22.01.2019
MameHeHue Ne 4 o1 21.08.2019
MameHeHue Ne 5 ot 26.06.2020
MameHeHune Ne 6 or 16.12.2020

(Cneundukaums kayecTea Ha tOnepuo, TabneTkn NoKpbITLIE NNEHOYHOMA
obornoukoin 100 mr Ne 28, Ne 56 SPEC_FDF_00094946, sepcus 4.0)

BHyTpeHHUM Kof Homep cepuu
HepactacoBaHHo! npopykuuu: | 42027181 HepactacoBaHHOW npoaykumnm: LK3069
Product Code Balk Batch Number Balk
BHYTpeHH#WIA koA yNakoBaHHOM Homep cepuu ynakoBaHHOW
NPOAYKUMK: 44086016 npoayKuuu: LL00780621
Product Code FDF Batch Number FOF
Hara npoussoacTea:
Manufacturing Date 12.06.2021
; Paamep cepun 3a BbLINETOM
Sat:i:u A 8591 yn. npo6: 8 578 yn.
e Batch size without samples
2. NMONYYEHHBLIE PE3YJILTATbI

TEST RESULTS

Ne Mokazarens* TpeGoBaHue Pesynbrar
Parameters Requirements Result
OBankHble  ABOAKOBbINyKMble  TabneTkw, | OBankHble ABOAKOBLINYKNbIE TabNeTky,

1 OnucaHve
Appearance

NoKpeITEIE NneHoYyHoW o6ono4YkoW ceeTno-
wenTtoro usera c cbackow, 6es puckn. Ha
OAHOM CTOPOHE HaHeceHa rpaesupoBska «L1»,
Ha gpyroi- «NVR».

NOKPbIThIE

NNeHoYHOHU obono4kon

CBETNO-XenToro useta ¢ dackoi, 6es
pucku. Ha oAHOM CTOpOHEe HaHeceHa
rpasupoBka «L1», Ha apyroi- «NVR».

MK-cnektp ucneityemoro obpasua B obnacrtu
or 1850 pgo 1650 cm! no nonoxeHwio W
npodgmnio
cootBeTcTBOBaTL WMK-CnekTpy crargapTHOro
ofpasua C XapakTepuCTU4EeCcKOW Monocoi

nonoc noOrnoweHuA  QOJIKeH

MK. CoaTBeTcTByeT

MoaANUHHOCTL nornouieHus okono 1712 cm.
o Identification BpemA ynepXuBaHWA OCHOBHbIX MWKOB Ha

- Cakybumpun XpOMAaTorpammMe  WUCMbITYeMOro  pacTeopa

- BancapmaH [OJITXHO COOTBETCTBOBATL BpeMeHu
OepXVWBaHUA  NUKOB  BancapraHa W
za}q?ﬁmpmna Ha Xpomarorpamme BRACK, Cooresterayer
cTaHAapTHoro pacreopa 7a.
OTnudMe BO  BPEMeHax  YAepXuBaHuA

[OMKHO cocTaBnNsaTh He Gonee + 2,0%
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Form to SOP-8013721

JIMLeH3NA Ha ocyL ecTBNEHIE NPOM3BOACTBA NEKapCTBEHHbIX cpeacte Ne00153-N1C ot 09 RoabpAa 2015

roga

Doc No. : FRM-8015490
Version : 4.0

AHanMTUYECKUi NacnopT Ha roTOBYH NPOAYKUWIO

00 "Hosaptic Hesa"

[Nopora B KameHky, A.40, kopn. 3,
nuT. A, nut. B

194362, Poccus, CankT-MeTepbypr

TenedoH: +7 812 336 9891

KoHTpone KayecTea

&%’%&}:ﬂ"ﬂiﬁ:{:gﬂw: 4-333-0621 Bepcws: 1.0
Ne Mokazarens* Tpe6oeaHue Peaynsrar
Parameters Requirements Result
He meHee 80% (Q) cakybuTtpuna 959% 6 30
. cakybutpuna yepes 30 MuH;
3 | PactBopeHune .ol i, e P
Dissolution He meHee 80% (Q) BancapTaHa

yepe3 30 MuH

95% BancapraHa Yepes 30 MuH

PogcTBeHHbIe
npuMecu

Meroa 1. XupanbHaa yucToTa

[Mpumeck cakybuTpuna:

- 534-06 — He Gonee 0,2%
- 535-06 — He Gonee 0,2%
- 536-06 — He Gonee 0,2%

[pumMecu BancapTaHa:
- CGP49309 - He 6onee 1,0%

Mpumecu cakybutpuna:

- 534-06 — He oBHapyXeHo
- 535-06 — He oBHapyxeHo
- 536-06 — He oBHapyXeHo

MpumecK BancapTaHa:
- CGP 49309 — He oBHapyxeHo

[Mpumecu cakyOuTpuna:
4 Related M:;r:n " uﬁ. Onpenenenne  NDOAYKTOB | _ 900-04 - meHee npejena
substances AECTRY YA KonuyecTeeHHoro onpeaenenus (0,1%);
Mpumecu cakybutpuna: Mpumecu BancapTaHa:
-EguHuyHas  HeuwgeHTuduuMpoBaHHas
900-04 ~ we Gonee 0,7% npuMmecs  — MeHecg pnpe.qena
MpvmMecu BancapTaHa: KonuyecTeeHHoro onpeaenenus (0,1%);
EauHvyHan Hecneundbuumpyemas npumecs — | -Cymma HenaeHTUMUMPOBaHHBIX
He Gonee 0,2% npumecen (uckntovas 900-04) - meHee
Cymma npoAyKToB [AecTpykuun (ucknioyas | Npeaena Konw4ecTBeHHOro
900-04) — He Gonee 0,5% onpegenexus (0,1%)
OpHopoAHOCTL
ﬁogupopanun Cakybutpun: AV =4,1;
g || HaRemiLy B AV 15,0
?ggi%}utfggz - BancaprtaH: AV = 4,0
- gancapmaH
KonuuecTBEHHO | Or 050% po 1050% cakybutpuna ot | 1022 % cakyButpuna ot
A ; onpegeneHue HOMWHANBHOrO COAEPXaHMS HOMMWHEMNbHOTO COAEPXKaHWs,;
ssa
. caxfﬁumpun Ot 950% Ao 1050% eancapraHa OT | 102,2% pancapTaHa OT HOMUHANLHOMO
- gancapman HOMWHanNLHOro cogepXaHus coaepKaHus.
Kateropua 3A:
Mukpo6uonoruy | O6uee yucno aspobHbiX MUKPOOPTraHU3MOB
7 | eckas yucrToTa —He bonee 10° KOEB 1T, MeHee 50 KOE B 1T;
Microbiological O6Lee Ynucno SpOoXOKEBbLIX W NNECHEBbIX
purity rpubos — He Gonee 102 KOEB 11; MeHee 10 KOE B 1T;
Otcytcteue Escherichias 1T. OtcytcteveB 11
Mepsuunas ynakoeka: no 14 Tabnetok B | [lepsudHasn ynakoska: no 14 Tabnetok B
B6nuctep ws MBX/MBAOX u aniomuHWesoh | Gnuctep ua nexX/mMBax "
g YnakoBka cbonbru. antoMuHueBoh onbri.
Packing BropwuHas ynakoska: no 2 wnu 4 Gnuctepa | BropuuHas ynakoeka: nmo 2 6nuctepa
BMecTe C WHCTPyKUWel no MeauUMHCKOMY | BMecTe c WMHCTPYKLMEIA no
NPUMEHEHUIO B KAPTOHHYIO NaYKy. MeauLMUHCKOMY NPUMEHEHWIO B
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Form to SOP-8013721

NnueHann Ha ocyllecTBNeHWe NPOM3BOACTEA NeKapCTBEHHBIX cpeacTs Ne00153-NC ot 08 HoROpA 2016

roaa

Doc No. : FRM-8015490
Version ;: 4.0

AHanuTHYecKuit NacnopT Ha rOTOBYH NPOAYKLMIO

QO "Hosapthc Hesa"

[Hopora B Kamenky, 4.40, kopn. 3,
nur. A, nut. b

194362, Poceus, Cankr-MetepGypr

TenedboH: +7 812 336 9891

KoHTponb kavectea

mggeﬁfng:pﬁ‘ 4-333-0621 Bepcus: 1.0
No MokasaTenn* TpeboBaHue Peaynbrar
Parameters Requirements Result
KapTOHHYH Nauky.
e JorpanR MEPRUHOD | Kopon nepeudHoro BokpaTAA Hal
KapTOHHOIA Nayke NpucyTCTBYET.
Ha Gnucrtepe Ha pycckoM W aHrnwiickom | Ha Gnucrepe Ha pyCCKOM U aHFMMACKOM
A3blkax yKasbiBAKT: NOrOTUM KOMMaHWU- | A3bIKaX YKa3aHbl, MOroTMA KOMMNaHWW-
npoussoauTensa (Ha naTuHWLE), TOproBoe | Npou3BoawuTens (Ha natuHuue),
HaumeHoBaHue, [o3upoBky, BancaptaH + | TOprosoe HavMeHOBaHWe, A03MPOBKA,
Cakyburpun, Homep cepuu W paty | BancaptaH + CakyGutpun, Homep
OKOHYaHMA cpoka rOAHOCTM (Ha PpYCCKOM | Cepud W aata  OKOHYaHWA  Ccpoka
Asbike B BuAe: Cepua Ne/ loaeH A0). | roQHOCTM (Ha PYCCKOM RA3bIKE B BUAE:
HonyckaeTcs HaHeceHue BHYTpeHHux | Cepusn No/ loseH [o), BHYTpeHHue
YyNakoBOYHLIX KOAOB KOMNaHWUW, ynaKkoBOYHbIE KOABI KOMNaHUU.
Ha kapToHHOW nayke Ha DycCKOM W | Ha KapTOHHOW nayke Ha pycckom u
BHIMWACKOM _A3bIKAX _YKA3bIBAIOT: JOTOTUM | AHIMWUACKOM A3bIKaX yKasaHbl: NoroTun
KOMNaHWU-Npou3BoAUTeNna (Ha naTtuHuue), | koMnaHuKU-NpousBoaAUTens (Ha
Toproeoe HarMMeHoBaHwWe, [AO3WPOBKY, | NaTWHULE), TOProBoe HaWMEHOBaHue,
nekapcTBeHHyl copMmy, BancapraH + | QosMpoBKa, nekapcTBeHHas hopma,
CakyGutpun, HassaHme u copepxaHvie | BancapTaH + Caky6utpun, HassaHue
Aedcteylowero eewectea B 1 Tabnetke, | cogepxaHue AelCTBYIOLWEro BeLlecTsa
HOMEp PpEerucTpaumoHHOro YAOCTOBEPEHWUS | B 1 TabneTke, Homep
(Ha pycckom fi3biKe), KONU4ecTBO TabneTok B | PErucTpaLMoOHHOrO YAOCTOBEPEHUs (Ha
9 MapkupoBka ynakoske, «[ins npuema BHYTpb», «XpaKUTb | PYCCKOM f3blKe), KONM4YecTBO TabreTok
Labelling B HEOOCTYyMHOM Ans  AeTed  MecTe», | B ynakoeke, «[nA npuema BHyTpb»,
«MoApoBHble yKas3aHWs No NPUMEHEHUK | «XpaHWTb B HEAOCTYNHOM ANA JeTeit
npenapara npuBedeHbl B NPUNoOXeHHOW | mecre», «[MoapoBHble ykasaHuA Mo
MHCTPYKUMW», HaWMeHoBaHMe W  agpec | NPMMEHEHWIO npenapara npuBeaeHsl B
(ropoA, cTpaHa) KOMNaHUW-NPOW3BOAUTENS | NPUNOXEHHOM WHCTPYKLMMW»,
(BbInycKatoLmia KOHTPOSb KadecTsa), | HaumeHoBaHMe W agpec  (ropoa,
YCNOBUWA XpaHeHWs, YCroBWA OTNyCcKa, HoMep | cTpaHa) KOMMaHUKU-NpOM3BOAMTENS
cepun, AaTy npousBoAcTBE W fAaTy | (BbiNycKaloWWA  KOHTpoOnb  KkayecTsa),
OKOHYaHWs CpOKa roAHOCTM, LUTPUX-KOA. YCNOBUA XpaHeHWsi, YCroBus OTTycKa,
HonyckaeTca HaHeceHWe BHYTPEHHUX | HOMEp Cepuu, Jata MNpOWU3BOACTBA W
YNaKOBOYHbLIX KOJOB KOMMaHUK. AaTta OKOHYaHWA Ccpoka roAHOCTH,
AononHuTensHo  MOryT 6biTh  HaHECEHb! | LUTPUX-KOA, BHYTPEHHME YNaKOBOYHbIE
CpeAcTBa MAEHTUMUKALMK JNR MOHUTOPUHIE | Koabl KOMMNaHUM.
ABWXEHNA NEeKapCTBEHHbIX NMpenapaTtos Ans | HaHeceHwbl cpeacTBa WAEHTUMUKaLMM
MeANLIMHCKOro NPUMEHEeHUA oT | anA MOHWUTOPUHra ABUXEHWUA
npou3BoAMTENA A0 KOHEYHOro NoTpebutens. | nekapcTBEHHBIX  NpenapaTtoB  Ans
MeMLMHCKOro NpUMEHEHWA or
npovasoauTens oo KOHEYHOro
noTpeburens.
10 )S(:‘:;:;:Me Mpw Temnepatype He Bbiwe 25°C.
CPpoOK rogHoCTH
(MepuognyHocT
11 g::;:;gonﬂ} 3ropa 3 ropa (31.05.2024)
(Frequency of
control)
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AHanNUTHUYECKHiA NacnopT Ha roTOBYIO NPOAYKUMIO

JNuueHans Ha oCYLLBCTBNEHWE NPOU3BOACTBA NEKapcTBeHHbLIX cpeacTe Ne00153-1C or 00 Hosbpa 2016 OO "HosapTuc Hesa"

roaa [Lopora B KameHky, 1.40, kopn. 3,
nuT. A, nut. B
194362, Poccus, CaHkr-MeTepbypr

TenedoH: +7 812 336 9891

KoHTtponb kavecTsa

Homep nacnopra: _q24_ .
Certificate number 4-333-0621 Bepcus: 1.0

* - MukpoBronoruueckan YMCTOTa» HE ABNAETCA PYTUHHLIM METOAOM aHanu3a U MOXEeT OTCYTCTBOBAaTL B cepTudukaTe
aHanusa KoMnaHuu

3. 3AKNKOYEHMUE
CONCLUSION

JlekapcTBeHHbIA npenapat Konepuo, Tabnertky, nokpbiThie NneHoyHon obonoukoi 100 mr Ne28, Homep cepun
LLO0780621, cooTBeTcTBYeT TpeGoBaHUAM HOpMaTUBHOW AokymeHTauun JMN 003532-250316, UameHeHue Ne%;.
3,45 6. .
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