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AHaNUTU4ECKUA NAacnopT Ha roToBYHO NPOAYKUHIO
NWLEH3MA Ha OCYLLECTBNEHUE NPOM3BOACTEA NEKAPCTBEHHLIX CPEACTB Ne00153-11C ot 09 Hoa6ps 2015 OO "HosapTuc Hepa"

DNopora B KameHky, A.40, xopn. 3,
nut. A, nut. B
1984362, Poccua, CankT-Metepbypr

T KoHTponb KauecTea
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Tenedon: +7 812 336 9891

i

Homep nacnopra:
Certificate number

4-345-0621 Bepcua: 1.0

1. OBLLUASAI UHOOPMALIKUA
GENERAL INFORMATION

HaumeHoBaHUe NPOAYKUUNK:

Product Name

{Onepuo, TaBNeTkW, NOKPbITbIE NNEHO4YHON 06oNoUKON 200 mr Ne28

Mr)
MameHenve N2 1 ot 13.10.2016
WameHeHue Ne 2 ot 26.12.2017

NpoeepeHo Ha COOTBETCTBUE C: | |13 eyenme Ne 3 oT 22.01.2019

Checked against

UameHeHue Ne 4 ot 21.08.2019
WameHeHue Ne 5 ot 26.06.2020
MameneHue Ng 6 ot 16.12.2020

oBonoukon 200 mr Nezq, Ne56 SPEC

MM 003532-250316 tOnepuo, TabneTk1, NOKPLIThIE MNEHOYHOM oBonoykoi
50 wmr (25,7 mr+24,3 mr), 100 mr (51,

4 mr+48,6 wmr), 200 mr (102,8 mr+97,2

Cneumndbukaumus kavectea Ha lOnepwo, Tabnetku nOKpbITbie NNeHo4YHON

FDF 00094953, sepcus 4.0

BHyTPeHHUIA Koa Howmep cepun 5
HepacdacosaHHOW npoaykumn: | 42027179 HepactacoBanHoi npoaykumu: LK5679
Product Code Balk Batch Number Balk e
BHYTPeHHMIA KOA YIaKOBaHHON Homep cepun ynakoBaHHOW
npoayKuuu: 44085997 NpoayKumnK: ; LL25990621
Product Code FDF Batch Number FDF
[ata npou3BoOACTBa:
Manufadgﬁng Dale 15.06.2021
. Pasmep cepun 3a BbIYeTOM
Paswep cepuu: 4202yn. il Soeesi it o PRTRIRY
 Batch size without samples s
2. NONYYEHHLIE PE3YNbTATDI
TEST RESULTS
Ne Mokasatens" TpeGoBaHue Pesynbrar
Parameters Requirements Result
OeanbHble  ABOAKOBbINyKNble — Tabnetkw, | OBanbHbe BOAKOBbINYKNbIE
NOKPLITLIE MNEHOYHOW oBornovkoid ceeTno- | Tabnetkn, NOKPbITbIE NNeHOYHOI
1 OnucaHue pososoro useTa c cackoil, 6es pwuckw. Ha | o6onoykoi CBETNO-pO30BOro LBETa
Appearance OfHOW CTOpPOHE HaHeceHa TrpaBupoBKa | C cackoinr, Ges pucku. Ha onHow
«L11», Ha gpyroii- «NVR». CTOpOHEe HaHeceHa rpaBvpOBKa
«L11», Ha gpyroit- «<NVR».
WK-cnekTp ucnbityemoro obpasua B obnactu
oT 1850 po 1650 cm' no NOMOXeHWIo W
npopunio  Monoc  NOrMOWIEHWs  AOITKEeH
MoAnMHHOCTL cooTeeTcTBOBaTE MK-cnexTpy CTaHaapTHOrO Vi, Coormeratsyer
Identlfication obpasa C XapaKTepucTyeckoit nonocou
nornoweHus okono 1712 cm.
2 Bpemsa yOepXWBaHUA OCHOBHbIX MWKOB Ha
- CakyGumpun xpomartorpaMMe  UCbLITYeMoro  pacTsopa
- BancapmaH OOMKHO COOTBETCTBOBATbL BpeMeHN
YAEPKUBaHUA nuKoB pancapTaHa n | BOX¥X. CooTBeTcTByeT
cakyGutpuna Ha Xpomartorpamme
cTaHaapTHoro pacteopa 7a.
OTnuuve BO BpeMeHax yaepXuBaHua
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Ne Moka3aTennp* TpeGoeaHue Pesynbrat
Parameters Requirements Result
[0IKHO COCTaBnAaTb He Gonee + 2,0%
He meHee 80% (Q) cakyButpuna g1% 5 -
. caky6uTpuna yepes 30 MWH;
2 | Pactaopene yepes 30 MuH; o cakyouTp P
Dissolution He mexee 80% (Q) sancapTaHa 91% pancaprana Yyepes 30 MUH.
yepes 30 MuH
Meton 1. XupaneHas YucToTa Mpumeck cakyburpuna:
MNoumeck cakvBuTouna: - 534-06 — He 0BHapyXeHo;
- 535-06 — He o6HapyxeHo,
534-06 — He Gonee 0,2% 06 _ !
535-06 — He Gonee 0.2% 536-06 — He o6Hapy*eHo.
= il 0,
536-06 = e Gonea 0,2% Mpumeck BancapTaHa:
MNpumecn BancapTaHa: - CGP 49309 — He oBHapyXeHo.
PoacTeeHHble CGP 49309 - He Gonee 1,0%
[pumecyu cakyouTpuna:
4 | npumecu MeTo 2. OnpepeneHvie  npoOvkros -ngg[h}‘-%i“—cse :g:a:;;em'
Related substances | 4CTDVKUMA MoMMECH BancapTaHa:
MNpumecwn cakybuTpuna: -EanHUYHan
LB o HenaeHTUdUUMpoBaHHaA NpuMech —
900-04 — He Gonee 0.7% MeHee npepena KoOnMMYecTBeHHOro
Npumecy BancapraHa: onpegaenenus (0,1%);
EavHnuHan Hecneuvcuuvpyemas npumecs — | -Cymma HeWaeHTUULIMPOBaHHLIX
He Gonee 0,2% npumeceid (uckntovan 900-04) -
Cymma npoayKTOB AECTpyKuMM (McCkniovyas | MeHee npeaena KOnu4ecTBeHHOro
900-04) — He Gonee 0,5% onpeaenexus (0,1%)
OnHopoaHOCTh
L03MpoBaHuA . -
5 Uniformity of dosage | a\s < 150 CaryGurpinn: AV-= 6,7
units " . 5
- Caky6umpun BancapraH: AV =5,7
- BancapmaH
KonuuecTBeHHoe Or 950% pgo 1050% caky6utpuna oT 101,0% cakybutpuna oT
onpepeneHue HOMMHANBHOFO COAEPXaHMs HOMMWHaNBHOro CoAepPXKaHWs,
6 | Assay
- Caky6umpun Or 950% Ao 1050% BancaptaHa oOT | 100,7% BancapTaHa oT
- BaricapmaH HOMWHANLHOTO COAePHKaHNA HOMWHAMNLHOTO COAEPXaHUA.
MepeuyHaa vnakoeka: no 14 Ttabnetok B | [lepuuHas _ynakoeka. no 14
Gnuctep w3 MBX/MBOX u anoMvHUeBO#H tabneTtok 8 6nuctep u3 NBX/MBOX
thonbru. W anioMUHUeBOW onbru,
T BropuuyHas ynakoska: no 2 unv 4 6nuctepa | BropuyHasa _ vnakoeka. no 2
7 Piickin BMECTe C WHCTpyKUMeA no MeauuuHckomy | GnucTtepa Bmecte WHCTPYKUWERN Nno
9 NPUMEHEHWIO B KAPTOHHYIO NA4YKy. MeaWUMHCKOMY  NPpUMEHeHWo B
KapTOHHYIO navky.
gg;y::::T:: ::T;:b:;;%“aﬁ%m REERINOID KOHTpONb NepevYHOrO BCKPLITUA Ha
P P ’ KapTOHHOW Nayke NpUcyTCTBYEeT.
8 MapkupoBka Ha 6nucrepe Ha DVCCKOM W_aHrnuiickom | Ha 6nuctepe Ha pycckoMm W
Labelling A3blKaxX__VKa3blBaKOT. NOroTUN KOMNaHWW- aHrUACKOM A3blkax Ka3aHbl:
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Ne MokaaaTtennb* TpeboBanue PeayneTar
Parameters Requirements Result
npoussoguTens (Ha naTMHWLE), TOProBOE | NoroTN  KOMNaHvW-npoussoavTens
HavMmeHoBaHve, A[03upoBKy, BancaptaH + | (Ha naruHuue), Toprosoe
Caky6utpun, Homep cepuM M AaTy | HAUMEHOBaHWe, A03UPOBKA,
OKOHYaHWA cpoka rogHocTw (Ha pycckom | Bancaprauw + CakyButpun, Homep
Asbike B Buge. Cepua Neo/ TogeH Q[o). | cepuv M fata OKOHYaHWA Cpoka
DonyckaeTcs HaHeceHue BHYTPEHHUX | rOAHOCTM (Ha PYCCKOM A3kIKe B BUAE:
YNaKoBOYHLIX KOAOB KOMNAHWUK. Cepus Ne/ lofeH fAo), BHYTPEHHWE
Ha KkapTOHHOW nadke Ha DYCCKOM W | YNaKOBOYHbIE KOAbI KOMNAHWN,
AHINWACKOM _A3blKax _yKa3blBawoT: noroTun | Ha kapTOHHOW nayke Ha PYCccKoM W
KOMNaHWW-NIPOUIBOANTENA (Ha NaTWHULE), | BHIOMACKOM A3bIKAX __VKasaHbl:
Toprosoe HauMeHoBaHwue, [O3VNPOBKY, | NOTrOTUM  KOMNaHUU-NPOWU3BOAUTENS
rekapcTBeHHylo  copmy, Bancaprad + | (Ha natuHvue), TOoprosoe
Caky6uTpun, HasBaHMe W COAEpXaHwe | HaMMEeHOoBaHwe, D031pOBKa,
Jedcreyollero Belwectsa B 1 TabneTke, | nekapcTseHHas Qopma, BancaptaH
HOMEp PerucTpauvoHHoro ypoctosepeHus | +  Cakybutpun,  HassaHue U
(Ha pycckom s3blke), konudecTso TabneTok B | coaepxaHue OeCTByloWero
ynakoeke, «[nA npuema BHyTpb», «XpaHuTb | Bewectea B 1 Tabnetke, Homep
B HEOoCTyNHOM AnA  AeTeid  MmecTe», | PErUCTPaLIMOHHOIO  YAOCTOBEpEeHUs
«MoppoBHble YKa3aHwsi NO MPUMEHEHWIo | (Ha pyccKom fi3blKe), KOMM4ecTBO
npenapata npuBeAeHsl B MPUIOXEeHHON | TabneTok B ynakoske, «[ns npuema
WHCTPYKUMM», HAWMEHOBaHWe W  aApec | BHyTpb», «XpaHuTb B HEAOCTYNHOM
(ropoa, cTpaHa) KOMNaHWW-NPOW3BOAWUTENA | ANA AETER MecTey, «MoapobHblie
(BBINyCKalOWKA KOHTPOMb KayecTea), | yKkasaHusa no NpUMEHEHUIO
YCNOBWUS XpaHeHWA, YCroBus OTMycka, HoMep | npenaparta npueeaeHsbl B
cepuw, QAaty NPOW3BOACTBA W AaTy | NPUNOXEHHOW WNHCTPYKLMNY,
OKOHYaHWA CpoKa roAHOCTHW, WTPUX-KOA, HavmeHoBaHwe W agpec (ropog,
Donyckaetca HaHeceHue BHYTPEHHUX | CTpaHa) KOMNaHWU-NpoW3BOAUTENS
YNaKoBOYHbIX KOAOB KOMNAHMNK. (BLINYCKAIOLWMIA KOHTPOIL Ka4ecTsa),
JononuutensHo MmoryT BbiTb  HaHeceHbl | ycnosus XpaHeHus, YCNoBUA
cpefcTBa UAEHTUMKALMM ANA MOHWTOPUHIa | OTNycka, HOMep  cepuw,  Aata
[ABWXEHUA NeKapcTBeHHbIX NpenapaTtoB AnA | NPpou3BOACTBA U AaTa OKOHYaHWA
MeAULIMHCKOro npuMeHeHus OT | cpoka rogHocTH, LUTPUX-KOA,
NPON3BOAMTENS A0 KOHEYHOro notpebuTens. | BHYTPEHHWE  ynakoBouHble koAbl
KOMMNaHWUK.
HaHeceHbl cpeacrsa
naeHTUUKaLMM ANA MOHWUTOPWHra
ABWXEHUA neKapcTBEHHbIX
npenapaToe OT npou3soautens Ao
KoHe4Horo notpeburens.
9 XpaHeHue Mpu Temnepatype He Boilwe 25°C.
Storage
CpoOK roqHoCTH
(Mepuoou4HOCTL
10 | KOHTpONA) 3roga 3 ropa (31.05.2024)
Shelf life (Frequency
of control)

* . MUKpOBMONOrMHECKaR YUCTOTAN HE ABNAETCA PYTUHHBIM METOAOM aHanM3a N MOXET OTCYTCTBOBATL B cepTudmkarte

aHanusa KoMnaHuu
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3. 3AKINIOYEHUE
CONCLUSION

JlekapcTeeHHBIA npenapar KOnepuo, TabneTtku, nokpbiTble nneHouHoi obonoykod 200 mr Ne28, Homep cepum
LL25990621, cooTseTcTayeT TpeGoBaHMAM HOPMATMBHOK AokymeHTauum JIMN 003532-250316, MaMeHeHve N!;/Z}
i

3,4,5,6.
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