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AHaNUTU4eCKUi NACNIOPT Ha rOTOBYIO MPOAYKLMIO

NuueHans Ha ocywecTenenne npouasoacTea nekapcreeHHsix cpeacts Ne00153-N1C ot 09 Hosbpa 2015

roaa

0O "Hosaptiuc Hesa"

fopora B Kamerky, 4.40, kopn. 3,
nur, A, nut. B

184362, Poceus, Cankr-TMetepbypr

Tenechox: +7 812 336 9891

KoHTponk kayectea

Homep nacnopra:
Certificate number

4-204-0422

Bepcus:1.0

1. OBLUAA UHPOPMALMA
GENERAL INFORMATION

HaumeHoBaHmMe npogykumum:
Product Name

laneyc Met® TaBneTiu, NOKpLITHIE NAEHOUHON 060MOYKON, 50 Mr + 500 Mr

Ne30

MposepeHo Ha cooTBeTCTBME C;
Checked against

NNICP-001749/09-200918 raneyc MeT®, BungarnunTuH + MeThOpPMUH,
TabneTkn NoKpbITbIe NNEHoYHOM 06onoYkon 50 Mr + 500 mr, 50 + 850 mr, 50

+ 1000 mr

HameHeHue Ne 1 ot 12.11.2018
NameHeHue Ne 2 ot 21.05,2020
MameHeHne Ne 3 o1 22.01.2021
MameHeHne Ne 4 ot 08.10.2021
MameHeHwe Ne 5 ot 20.09.2021

Cneumndpmkaums kavectsa Ha Mansyc MeT®, TabneTiu MOKPLITLIE NNEHOYHOW
oBoroukoii 50 mr + 500 Mr Ne30 SPEC_FDF_00080122, Bepcua 7.0

BHyTpeHHu kog Homep cepuu
HepacthacoBaHHOW npogykuum: | 42027185 HepacdacoBaHHONM npoaykuyun: MC1936
Product Code Balk Batch Number Balk
BHYTpeHHui Kog ynakoBaHHON Homep cepuu ynakosanHo#
npoayKuun: 44068549 npoayKuum: MC99370422
Product Code FDF Baich Number FDF
ara Npou3BOACTEA:
ﬂanufactgﬁng Da!én 10.04.2022
! Pasmep cepum 3a BhlyeTOM
£ NP GepHN: 12 006 yn. npo6: 1 11 997 yn.
Batch size without samples
2, MONYYEHHbIE PE3YNbTAThI
TEST RESULTS
Ne MNokasaTens* TpeGoBahue Pesynbrar
Parameters Requirements Resulf
OBanbHble  TabreTkM cO  CKOLWEHHLIMK | OBanbHbIE TaBneTkh co CKOLUEHHbLIMK
Kpasmu, nokpbiTble NNéHo4HOW 0GONOYKoNA | Kpasmu, NOKpbITbIE NAEHOYHOK
0 CBETNO-XENTOro co cnabeiM po3oBaThiM | 06ONOYKOM CBETNO-XENToro co
1 A;:;g?;:;g OTTeHkoM UBeta. Ha oaHoW cTopoHe | cnabbim PO30BaTbLIM OTTEHKOM LBeTa.
Tabnetkn mapkmpoeka «NVR», Ha gpyroii | Ha  ogHoit CTopoHe  Tabnetku
cTopoHe - «LLO», mapkupoBka «NVR», Ha gpyroi
cTopoHe - «LLO».
Bpemsa ynepxuBaHUA OCHOBHOrO NWKa Ha
XpomaTorpaMme WcnbiTyemoro pacreopa 1
MoanunHocTe LOMKHO COOTBETCTBOBATHL BpEMEHH
Identification YAEPKMBAHUA nuKa BUNAAIMMNTMHA Ha | BAXX. CooTeercTayer
XpomaTorpamMme CTaHAaapTHOrO pacTBOpa.
- Bungarnuntin PasHuua BO BpemMeHM yAEpKUBAHWA He
2 AomKkHa coctasnaTe Gonee + 2,0%.
Bpemsa yaepkvBaHWA OCHOBHOrO NWKa Ha
Xpomartorpamme MCnbITyemoro pacteopa 3
- MeTdopmuHa HAOMKHO COOTBETCTBOBATh BpEMEHHU
rn,qpo?t)ntappu.q yaepxueaHus nuka meTdhopmuHa BIXX. CoaTeercrayey
ruapoxnopuga Ha Xpomarorpamme
CTaHfapTHoro  pactBopa. PasHuua Bo
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AHanuTUYeCKuWii NacnopT Ha roToBYHO NPOAYKLIUID

00 "HosapTuc Heea"

Dopora 8 KameHky, 4.40, kopn. 3,
nuT. A, nuT. b

194362, Poccus, CaHkr-MNeTepbypr

TenedoH: +7 812 336 9891

KoHTponb kavectsa

Homep nacnopra: ]
ey et 4-204-0422 Bepcus: 1.0
Ne Moxkazatens* TpeGoBanue Peaynkrar
Parameters Requirements Result
BpeMEHW  yOepXuBaHWA  He  JOnXHa
coctaensTte Gonee * 2,0%.
He meHee 80% (Q) or s3asenenHoro | 100% OT 3asiBneHHOro coaepXaHus
cofiepKaHma BUNAAMMUANTMHA yepes | BUNAArNUNTUHa Yepea 30 MUHYT,
3 PECTBOPGHHB 30 MHHYT
Dissolution He wmeHee 80% (Q) or 3asenenHoro | 99% OT 3aABNEHHOrO COAEPXaHUA
coAepxaHus MeTgopMuHa rugpoxnopuaa | METopMuHa ruapoxnopuaa yepes 30
yepes 30 MUHYT. MUWHYT
Bopa
4 Wity He Gonee 1,0%. 0.2%
202-01 (amup): He Gonee 0,5%
PoacTeeHHbie 209-01 (UMKNUYECKUIA aMUANH): 202-01 — meHee 0,1%;
npumecu 5 :
Belgied substaricas | 7@ Gonee 0,2% 208-01 — He oBHapyxeHo;
207-01 (aukeTonunepasuH): 207-01 — He oBHapyXeHo;
n He Gonee 0,2% EAWHWYHAA HewaeHTUhUUMpOBaHHaRA
- Mpumecn ! " 4
P EavHuuHoR HeWAEHTUPULMPOBAHHON | NPUMECH — He oﬁHapy>1ceHo,
npumecu: He Bonee 0,2% Cymma Bcex npumecein — meHee 0,1%
5 Cymma Bcex npumeceit: He Gonee 1,0%
1-UnaHoryanuaun: He Gonee 0,02% 1-LinaroryaHuamH — mexee 0,01%;
ERnHuuHOM HEUAGHTUPMUMPOBAHHOR | EqnHMYHAR HewaeHTUULIMPOBaHHaS
- Mpumecn npumecu: He Gonee 0,1% npuMeck — He 0BHapyXeHo;
MetdopmuHa Cymma Bcex npumeceit: He 6onee 0,6% Cymma Bcex npumecedt — MeHee
rugpoxnopuaa 0,05%
366-98 — He Gonee 0,2%. 366-98 — meree 0,1%
OgHopogHOCTL
g | Ao3MpoBaHus AV < 15.0 BunaarnuntuH: AV =12
Uniformity of ! MeTdhomuHa rmgpoxnopua: AV = 1,8
dosage units
Or 95,0% po 105,0% BungarnunTuHa ot
KonuyecTeeHHoe 3a8BNEHHOro CoAepXKaHus
onpeaeneHve BHyTpeHHuiA npeaen Ha Bbinyck (IRL): He | 99,3%
2 Assay MeHee 96,7% BUNAArNUNTMHa oT
- BungarnuntuH 3asiBMEHHOro cogepXaHus
- MeTtdopmura Or 950 % po 1050 % wmeTchopMuHa
rMApoxnopua ruapoxnopuaa oT 3anBneHHoro | 99,4%
coaepXKaHus.
Mo 6 TabneTok B Gnuctep An/An. gg 6 TZSnegzzzTangc;Tep ‘::;";Acfé "
Mo 5 6nucTepoB BMECTE C WHCTPYKUMEA Mo - P
g | YnakoBka npUMeHeHUIo 8 nauky. JlonyckaeTca Hanudve HHeIpien D Upiaehsihio 8
FRckeagin KOHTpONA nepanqﬂ-oro BCKPbITUA  Ha PRy HRSUEN wth sal
KAPTOHHO# NavKe NEepPBUYHOrO BCKPLITUA Ha KapTOHHOMN
' rauke.
Ha Bnuctepe Ha pycckom Asbike ykasbiBaloT: | Ha _6nuctepe Ha pycckoM sAabike
g | Mapkuposka noroTun KOMNaHwWy (Ha naTuHWLE), TOpProBoe | ykasaHbl: JIOroTWN  KomrnaHud  (Ha
Labelling HauMeHoBaHue npenapara C | naTuHWLUe), TOprosoe HawWMeHOBaHWe
npegynpeauTensHon MapkupoBKOW  ®, | npenapata ¢ npeaynpeauTensHoM
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AHanUTUYeCKUI NACNOPT Ha rOTOBYHO NPOAYKLMUIO

00 "Hosaptuc Hesa"

DHopora 8 KameHiy, 4.40, kopn. 3,
nurt. A, nut. B

194362, Pocown, CankT-NMeTepGypr

Tenedon: +7 812 336 9891
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Ne Mokasatene*
Parameters

TpebGoBaHue
Requirements

PeaynkTtar
Result

[0O3MPOBKY, NeKapcTBeHHYyo ctopmy,
FPYNNMpoBOYMHOE  HawWMeHoBaHWe,  [aty
OKOHYaHWUsA CpoKa rofJHOCTW, HOMEp Cepuu,
Aaty npou3BoAcTBa.
JonyckaeTtcsa Hanuyre
YNaKkoBOYHBIX KOAOB KOMMaHWUK,
B cnyyae oCylecTBNeHUs nepBUYHON
YNaKkoBKU Ha NPOM3BOACTBEHHOW nrowlagke
OO0 «Hoesaptc Hesa», Poccua pgata
NPON3BO/ICTBA HE YKa3bIBAETCH.

Ha KkapToHHOW navke Ha pycckom W
SHITTMACKOM _ A3bIKaX _YKa3bIRAKT: JIOroTun
KOMNaHWM  (Ha  naTMHUUE), TOproeoe
HaumeHoBaHue npenaparta c
npeaynpeauTensHon MapKUpOBKOW ®,
rpynnMpoBOYHOE HaUMeHoBaHWe, [O3UPOBKY,
HasBaHus U coaepxaHue [AelCTBYIOLLUX
Bewecte B 1 Tabnetke, nekapcTBeHHylO
hopmy 1 Konu4ecTBO TabNeTok B ynakoeke,
«AnA npuéma BHYTPbL», YCMOBUS XpaHEHWs,
ycnoeus oTnycka, «XpaHuTb B HE4OCTYMHOM
Ana peteil Mecte», «lMogpoBHbie ykasaHuA
Nno NPUMEHEHWIO npenapata NpUBEAEHbl B
NPUNOXEHHOM WHCTPYKLUUKY, Homep
perucTpauMoHHoro  yaoctoBepeHus  (Ha
PYCCKOM A3bIKe), Ha3BaHue W agpec (cTpaHa)
KOMNaHun — Bnagensua perucTpauvMoHHoro
YAOCTOBEPEHWA, HasBaHwe W aapec (ropoa,
CTpaHa) KOMNaHuM ~—  MpPoOM3BOAUTENs
(BbINyCKAIOWMIA KOHTPONb KavyecTea), LTPUX-
kod, AaTy OKOH4YaHWA cpoka rofHOCTWM (Ha
PYCCKOM fA3blKe), HOMep cepum (Ha PYCCKOM
A3blke), ATy NpPoOU3BOACTBA (HA PYCCKOM
AA3biKe).

[Honyckaetcs Hanuyue
YNakoBOYHbIX KOAOB KOMNaHNM.
flononHuTensHo MOryT BbiTb  HaHeceHb!
cpefcTea uaeHTUdUkaummM ANs MOHUTOPUHIa
ABWXEHWA NekapcTBeHHbIX NpenapaToB Ans
MeAULMHCKOro NpPUMEHEHUA or
NpOWU3BOAUTENA 40 KOHEYHOro notpeburens.

BHYTPEHHWX

BHYTPEHHUX

MapKUPOBKOK ®,
nekapcTeeHHas dopma,
rpynnMpoBoYHoe HaumeHoBaHWe,
f4aTa OKOHYaHWA CpoKa TrOAHOCTH,
Homep cepun. BHyTpeHHue
YyNaKkoBOYHbIE KOAbl KOMMNaHWWM W garta
NpoOX3BOACTBA OTCYTCTBYHIOT.

Ha kapToHHOW nayke Ha pycckoM u
AHINWACKOM A3bIKaX YKa3aHbl: NoroTvn
KOMnaHuu (Ha naTuHWUE), Toprosoe
HaumeHoBaHWe npenapara c
npegynpeauTensHon Mapkuposkon ®,
rpynnupoBovHoe HaumeHoBaHue,
O03MpOBKA, HA3BaHWS U coAepXaHue
AeicTeylolmx BellecTB B 1 TabneTke,
nekapcTBeHHas hopma W Konu4ecTso
Tabretok B ynakoeke, «fns npuéma
BHYTPb», YCMOBWUS XpaHEHWs, YCrOBUA
OTnycKa, «XpaHuTb B HEAOCTYNHOM
Ana  fgeteli mecte», «lMoapobBHbie
yKasaHusa no npvMEeHeHWIo npenapara
npueeneHbl B NPUNOXeHHoN
WHCTPYKLMM», Homep
PerucTpauroHHoOro  yAoCTOBEPEHUS
(Ha pycckom f3blke), HasBaHWe W
agpec  (cTpaHa) KoMnaHmm -
Bnafensua perucTpaUuoHHoro
YAOCTOBEPEHUA, HasBaHWe W ajapec
(ropoa, cTpaHa)  KomnaHuM -
npouasoaunTens (BbINYCKAOLLMIA
KOHTpOMb KayecTsa), LWUTPUX-Ko4, AaTa
OKOHYaHWA cpoka rogHocT (Ha
pycckoM s3blke), HoMep cepun (Ha
pycckom s3bike), paTta npowusBoAcTEa
(Ha pycckoMm s3blke), BHYTpeHHWe
YNaKoBOYHbIE KOAbI KOMNAHMUK.
HaHeceHbl cpeactBa waeHTUdMUKaLmMm
AnAa MOHWUTOpWUHra ABUXEHNA
nNeKkapcTBEHHLIX  MpenapatoBR  AnA
MeAULMHCKOro NpUMEHEHUA oT
npoussoauTens no KOHEYHoro
notpeburens.

[03MpOBKa,

XpaHeHue

10 Storage

Mpu Temneparype He Bbiwe 30°C.,

Cpok rogHocTH
(MepuoanuHoCTL
11 | koHTpOnA)

Shelf life
(Frequency of

2roga

2ropa (31.03.2024)
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AHanNUTUYECKMUA NACTIOPT Ha rOTOBYIO NPOAYKLIMIO

NuyeH3nA Ha ocyLecTBNeHE NPOM3BOACTBA NEKAPCTBEHHBIX cpeacre Ne00153-11C ot 09 HosGpAa 2015
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00 "HoeapTtuc Hepa"

Hopora s Kamerky, .40, kopn. 3,
nut. A, nut. B

184362, Poccus, Cankr-Metep6ypr

TenedpoH: +7 812 336 9891

KoHTponk kayecTtea
Homep nacnopra: 204 .
Corleate romes 4-204-0422 Bepcua: 1.0
Ne Mokaszarens* TpeGosaHue Pesynbrar
Parameters Requirements Result
control)

* - «MukpoBuonoryieckan YNCTOTay He SBRSETCH PYTUHHLIM METOAOM aHaNN3a U MOXET OTCYTCTBOBATL B CepTUduKaTe
aHanuaa KoMnaHuu

3. 3AKNKOYEHUE
CONCLUSION

NekapcTeenHbin npenapar Mansyc MeTt®, TabneTtku NOKpbITbIE NNEHOUHOW oGonoukoi, 50 mr + 500 mr Ne30,
Homep cepiun MC99370422, cooTBeTCTBYET TPEGOBAHUAM HOPMATUBHOIA AokymeHTauum JICP-001749/09-200918, |+~
nameHerve Ne1, namerneHue Ne2, nsmereHne Ne3, namerenue Ned, nameHeHve Ne5. ,,/
CrapLumit cneunanuct no ) .
Yreepann | o000 kavectsa A B 248 Ok, 2022
Approved by
[MonxHocTs (Position) ®UO (Full name) ﬂa}a {Date)
Version Description of change
(Bepcusa) (Onucanve uameHeHun)
1.0 HoBblit nacnopT
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