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AHaNUTUYECKWA NAacnopT Ha roTosylo NPOAYKUMIO

00 "HosapTuc Hesa"

Dopora B KameHky, A.40, kopr. 3,
nut. A, nuT. B

194362, Poccws, CankT-Metepbypr

KoHTponb ka4yecTea

Tenedou: +7 812 336 0891

Homep nacnopra:
Certificate number

4-223-0421

Bepcus: 1.0

1. OBLASA UIHOOPMALIUA

GENERAL INFORMATION
':;::&e;:::"“e npoAykumu: {Onepuo, TaBneTkM, MOKPBITbIE NNeHo4HOM 0GorouKoi 200 Mr Ne28
NN 003532-250316 tOnepwo, TabneTky, NOKPLITBIE MNEHOYHOM o6onoyKow
50 mr (25,7 mr+24,3 wr), 100 mr (51,4 mr+48,6 mr), 200 mr (102,8 Mr+97,2
Mr)
WUamererme Ne 1 ot 13.10.2016
WameHeHune Ne 2 oT 26.12.2017
MpoBepeHo Ha COOTBETCTBUE C: | |\gyenenme Ne 3 oT 22.01.2019
Ceckedeonns WsmeHeHne Ne 4 ot 21.08.2019
MUameHeHve Ne 5 oT 26.06.2020
WUameHeHne Ne 6 ot 16.12.2020
Cneundukauua kadecTea Ha {Onepwo, TabneTku MOKPbLITEIE NNeHOYHON
oBonoukoi 200 mr Ne28, Ne56 SPEC_FDF 00094953, Bepcwsa 4.0
BHYTPeHHMUA KOA Homep cepuu "
HepacdacoBaHHOR NPOAYKUUK: 42027179 HepachacoBaHHOK NPOAYKUWH: LH2501
Product Code Balk Batch Number Balk
BHYTPEeHHHA KOA ynaKoBaHHOM Homep cepuu ynakoBaHHOW
npoayKuun: 44085997 NPOAYKUMMK: LH95510421
Product Code FDF Batch Number FOF
Ta NPOM3BOACTEA:
ﬂ:nufacfgring Da!;q 28.04.2021
. Paamep cepuu 3a BhkIHeTOM
sl ied 4209 yn. npo6: i - [4198yn.
Batch size without samples
2. NONYYEHHbBIE PE3YNbTATbI
TEST RESULTS
Ne MNokasatens* TpeboBaHue PeayneTar
Parameters Requirements Result
OpanbHble  ABOAKOBbINyKNble — Tabnetku, OpantHble [BOSIKOBLINYKNbIe
MNOKPBLITLIE MNEHOUHOW o6onoukoid cBeTno- | TabneTku, NOKPbLITHIE NNEeHOYHON
1 OnucaHue po3oBoOro Lugeta ¢ chackoir, Ges puckn. Ha oBonodKoA GBETNO-PO30BOro LUBeta
Appearance OOHOW CTOpPOHE HaHeceHa rpaBsMpoBKa | € cpackoit, Ge3 pucku. Ha opHoW
«L11», ha apyroit- «NVR». CTOpOHE  HaHeceHa rpaBvpoBka
«L11», Ha apyroi- «<NVR».
WK-cnekTp ucnbiTyemoro obpasuia B obnactu
or 1850 mo 1650 cm' no NONOXeHuo W
npocdwunio  Mofoc  NOrNoWeHUA DONXeH
NognMHHOCTL cooTeeTcreoBate WK-cnekTpy c:TgH,qapTHoro VK. GaomeemDreyer
identification obpasua C XapakTepucTU4eckon nonocowu
nornolyeHus okono 1712 cm™”.
2 Bpema yAEpPXKUBAHWA OCHOBHbIX MVKOB Ha
Xpomarorpamme  WUCrbITyemoro pacTsopa
: gg?ég;’;gﬂ” [OMKHO coOTBETCTBOBATbL BpPEMEHMU
yOEPKUBAHUA  NUKOB pancaptaHa ¥ | BOXX. CooTBeTcTBYET
cakybutpuna Ha Xpomarorpamme
cTaHaapTHOro pacteopa 71a.
OTnvuMe BO BpeMeHax yaepXusaHuna
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NWLEH3NA Ha OCYLIECTBIIEHUE NPOM3BOACTBA NEeKapCTBeHHbIX CPEACTE Ne00153
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Version : 4.0

AHanUTU4YecKUi NacnopT Ha roToBY NpoAyKUuKio

-NC or 09 HoAGpsA 2015 OO "Hosaprtuc Hesa"

[opora B KameHky, 4.40, kopn. 3,

roaga
nut. A, nut. B
194362, Poccun, CankT-MNevep6ypr
Tenedou: +7 812 336 9861
i i KoHTponb kadecTea _ Hheoes)
Howmep nacnopra: 993, :
oot nber : : 4-223-0421 Bepcua: 1.0
Ne Mokasarens* Tpe6oBanue Pe3aynbrar
Parameters Requirements Result |
[OMKHO cocTaBnATb He Gonee 1 2,0%
He meHee 80% (Q) cakybutpuna - 5 ab
. cakybutpwuna Yepes 30 MuH;
5 | PacTeopenme yepes 30 MuH; o CaKyouTp P
Dissolution He meHee 80% (Q) sBancapTaHa 100% BancapTtaHa Yepes 30 MUH.
vepes 30 MuH
___B_;___Lb__.——
MeTtoga 1. XvpanbHasa YicToTa Moumecy cakyGutouna:
Mpumecy cakybutpuna: - 534-06 — He obHapyxeHa,
- 535-06 — He oBHapyxeHa;
534-06 — He Gonee 0,2% '
535-06 — He Gonee 0 2% - 536-06 — He oBHapyxeHa.
S e 0,
536-06 ~ He Gonee 0,2% Moumecy BancapTaHa:
MNpumecu BancapTaHa. - CGP 49309 — He obHapyxeHa.
CGP 49309 - He Gonee 1,0%
PopcteeHHble n 5
npumecH [Npumecu cakyouTpuna:
4 P MeecT:.u mfm- OnpegeneHve  NPOAVKIOB | ™ gnn-ns™ — yeyee npegena
Related substances KONMYECTBEHHOTO onpeaeneHus
Mpumecu cakyGutouna: (0,1%);
v b Mpumecw BancapTaHa:
900-04 — He Gonee 0,7% “EanHAHas
MNpumecy BancapTaHa: HeuaeHTUMUMpOBaHHaA NpUMech —
EavHWYHan Hecneumduumpyemasn npumecs — | He 0GHapyxeHo,
He Gonee 0,2% -CymMma  HenaeHTUULMPOBAHHBIX
Cymma MpoAyKTOB AECTPyKUMM (McKnioHas npumecei (uckniouas 900-04) — He
900-04) — He Gonee 0,5% obHapyxeHo
OnHopoAHOCTL
[O3MPOBaHUA A =
5 | Uniformity of dosage | A\ < 150 CakyGutpun: AV = 4,2
units . : _
- Caky6umpun BancaptaH: AV =4,2
- BancapmaH
KonuuecteeHHoe Or 950% apo 1050% cakybutpuna oT 103,0% cakybutpuna ot
Oﬂpeq&nBHHe HOMUHANbLHOro CoAepPXaHuA HOMUHanNbHOrO COAEP)K&HMH:
6 | Assay
- Cakybumpun Or 950% po 105,0% BancaptaHa OT | 102,6% Bancapraa oT
- BancapmaH HOMWHANbHOMO COAEPHKAHNA HOMWHaNLHOro COAEPXaHus,
MepeuuHas ynakoska: no 14 TabneTok B | epsuyHas _ynakoska. no 14
Gnuctep w3 MNBX/MBOX u anioMuHVesod tabneTtok B 6nuctep u3 MNBX/MBAOX
donbrin. 1 anoMuHueBson onery.
T —— BropudHas ynakoeka: no 2 wnu 4 6nuctepa | BropuyHan  vnakoska. Mo 2
7 | packin BMECTE C WMHCTpyKUMel no meguumHckomy | Gnucrepa emecte C WHCTPYKUKUeR no
g NPUMEHEHWIO B KAPTOHHYIO Mauky. MEAWLMHCKOMY  NPUMEHEeHWo B
KapTOHHYIO Nauky.
‘Sg:y:::?:: :aar_':;mi gon";m(‘;”“ TIEREMHEES KoHTpone NepBMYHOrO BCKPBITUA Ha
P P ’ KapTOHHOW Nadke NpuUcyTCTBYeT.
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AHANUTUYECKMI NACNOPT Ha roTOBYI0 NPOAYKUUIO

00 “Hosapruc Hesa"

[Oopora B KameHky, 4.40, kopn. 3,
nut. A, nut. b

194362, Poccun, GaHkT-lMeTepOypr

Tenedon: +7 812 336 9891

KoHTpone ka4yecTsa |
Homep nacnopra: ;
cm,ﬁcg&mwp e 4-223-0421 3 Bepcusa: 1.0
Ne MNokazarens* Tpe6GoBaHue Pesynbrart
Parameters Requiremenls . Result
Ha 6nuctepe Ha pycckoM W adrnuiAckom | Ha 6Gnuctepe Ha _DYCCKOM W
A3bIKaX__ VKa3blBAIOT: JOTOTUN  KOMNaHWU- | BHINWACKOM A3blkax _ ykasaHbl:
npov3soauTens (Ha naTvHUUE), TOProBOe | MoroTWNn  KOMNaHWW-Npou3BoAMTENs
HaumeHoBaHve, A[03WpoBKY, Bancaptad + | (Ha naruHuue), Toprosoe
Cakybutpun, Homep Ccepum w43ty | HaMMeHoeaHwe, A03NpOBKa,
OKOHYaHWs CPOKa roAHOCTM (Ha pycckom | Bancaptad + CakyGutpun, Homep
A3bike B Buge: Cepus Ne/ loaeH n40). | cepun W JaTa OKOHYaHWA Cpoka
HonyckaeTcs HaHeceHue BHYTPEHHMX | FOAHOCTM (Ha PYCCKOM S3bIKE B BUAE!
ynakoBOYHbIX KOAOB KOMMaHWi. Cepus Ne/ lopgeH po), BHYTpEHHWE
Ha KapTOHHOW _nayke Ha PVCCKOM W | yNnakoBOYHbIE KOAbl KOMNaHWA.
SHrNUACKOM _ RI3bIKax  YKa3blBalOT: norotun | Ha kapTOHHOW Nayke Ha DYCCKOM U
KOMNaHWW-NPOU3BOAUTENA (Ha NaTWHULE), | aHINNACKOM A3blkax  YKa3aHbl:
Toproeoe HauMeHOoBaHue, [03NpOoBKY, | MOroTUN  KOMNaHUK-NPOU3BOAUTENA
nexapcTteeHHylo ¢opmy, Bancaptan + | (Ha naTtuHuue), Toprosoe
Cakybutpun, Haseahne W cogepxaHve | HaMMeHoBaHwe, [03NPOBKa,
nedcTBylowero sewecrsa B 1 tabnetke, | nekapctBeHHas ¢opma, BancapTaH
HOMEp perucTpauvoHHoro ypoctosepeHus | +  Cakybutpun,  Hassanue U
(Ha pycckom fA3blke), KonuuyecTeo TabneTok B | coaepxaHue AeiCTBYIOLEero
ynakoeke, «inA npuema BHyTpb», «XpaHuTk | BELIeCTBa B 1 Tabnetke, Homep
Mapxvposxka B HeAOCTYMHOM ANA  Aeteil  MecTe», | PercTpauyoHHOro  yAOCTOBEPEHWA
8 Labelling «MoppobHble yKa3aHMA MO NPUMEHEHWIO | (HA PYCCKOM A3blke), KONW4ECTBO
npenapata npuBeaeHbl B NpUNOXeHHow | TaGrieTok B ynakoske, «4AnA npuema
WHCTPYKUMM», HauMEHOBaHWe W aApec | BHYTPb», «XpaHUTb B HEROCTYNHOM
(ropoa, cTpaHa) KOMNaHWW-NPOM3BOAWTENs | ANA AeTed MecTe», «MoapoGHble
(BbINYCKAOLUA KOHTpOnNb KavecTBa), | ykasaHus no NPUMEHEHWIO
yCNOBWUA XpaHeHwWs, YCnoBus oTnycka, Homep | npenaparta npvBeaeHs B
cepun, QgaTty MpoOW3BOACTBA W AaTy | NPUOXeHHOM VHCTPYKLUM»,
OKOHYaHWA CPOKa rOAHOCTH, WTPUX-KOA. HaumeHoBaHWe W agpec (ropog,
[JonyckaeTcs HaHeceHue BHYTPEHHWUX | CTpaHa) KOMNaHWW-NPOWU3BOAUTENS
yNakoBOMHbIX KOAOB KOMNaHMWK. (BbINycKaOLWMIA KOHTPONb KayecTsa),
JononHutenbHo MoryT BbiTb  HaHeceHwl | yCnoBuA XpaHeHwus, ycnoeua
cpeacTea HAEHTH¢MKEHHM AnNA MOHWTOpUHra | OTnycka, HOMep cepuu, aarta
ABWXEHUA NeKapcTBeHHbIX npenapaToB Ana | npon3eogcTea W Aata OKOHYaHWA
MeAULMHCKOro NpUMEHeHUR OT | cpoka rOQHOCTH, LUITPWX-KOA,
NPOM3BOAUTENS A0 KOHEYHOro noTpebuTtens. | BHYTPEHHWE  YNaKOBOYHBIE  KOAWI
KOMMaHn.
HaHeceHbl cpencrea
noeHTUUKaUMM ANS MOHUTOPUHra
OBVXEHUA NeKapcTBeHHbIX
npenapaToB OT NpouW3soauTens Ao
KOHEYHOro noTpebuTens.
9 XpaHeHue Mpu Temnepartype He Bbiwe 25°C.
Storage
CpokK rogHOCTH
(MNepnoau4HOCTb
10 | koHTpONA) 3roga 3 roga (31.03.2024)
Shelf life (Frequency
of control)
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Oopora B KameHky, .40, kopn. 3,
nur. A, nut. b
194362, Poccus, CaHkr-Metepbypr

Tenedon: +7 812 336 9891

Homep nacnopra:
Certificate number

~ KouTponb kayectea

4-223-0421

Bepcun: 1.0

aHanuaa KoMnaHuu

3. 3AKINIOYEHUE

* - MiUkpoBMONorieckan YMCToTar He ABNAETCA PYTWHHBIM METOACM SHaNM3a U MOXET OTCYTCTBOBAThL B CepTuduKkaTe

CONCLUSION
NlekapcTBeHHblii npenapar tOnepuo, TabneTky, NoKpbiTbie NNeHouHoW oBonoukoir 200 mr Ne28, Homep cepum
LH95510421, cooTBeTcTBYeT TpeboBaHUAM HOpMaTUBHON AokyMeHTauun JIM 003532-250316, nameHenne Nei, 2,
3,4,5, 6. _
Craplumit cneyManuct no "
Yreepaun | ,o.monio kavecrsa Anexcees B.0. 3.0 o
Mby LAl
RonxHocTe (Position) PO (Full name) ;
Version
{Bepcus)
1.0 Hoselli nacnopt
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