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1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue NpoayKUUN:

Bttt Narme [anByc® Tabnetku 50 mr Ne 28

NN-Ne(000761)-(PIr-RU)-240424 "ansyc® Tabnetku 50 mr Moaynb
Mapkuposka 1M-Ne(000761)-(PI-RU)-200723

Cneumdmkauns kavecTsa Ha [ansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

fpoBepeHo Ha COOTBETCTBUE C:
Checked against

BHyTperHuUI KOA Homep cepuun
HepacdacoBaHHOM npoaykuun: | 42027188 HepacdacosaHHoli npoaykumny PD8524
Product Code Bulk Batch Number Bulk
BHyTpeHHMI KOZ, ynakoBaHHOM Howmep cepumn ynakosaHHON
npoayKumum: 44068548 npoayxuum: PF58411024
Product Code FDF | Batch Number FDF N
ara npousBoAcTBa:
Andanufact'sring Dat:‘ 29.10.2024
. Pa3zmep cepuv 3a BblYeTOM
S5 b copui; 22402 yn npoG: 22 388 yn
Batch size without samples
2. NMONYYEHHbIE PE3YJNIbTATDI
TEST RESULTS
Ne Mokasarens* MeTopa ucnbitanuii / Tpe6oBatue PesynbTar
G Parameters Analytical method / Requirement Resuilt
BusyanbHbiii Benoro uBeTa Kpyrnble rnagkue
o Ot 6enoro [0 CBETNO-XENTOro LBeTa | Tabnetku Co CKOLUEHHLIMU Kpasmu,
1 HAGSEME Kpyrnble Friagkue TabneTkn co ckoleHHsiMu | ¢ rpasupoBkort «NVR» Ha opaHow
Appearance Py e o sy FHOM
kpasimu, ¢ rpasupoBkoil «NVR» Ha opHoi | ctopoHe u  «FB» Ha  ppyrow
cTopoHe 1 «FB» Ha Apyrow CTopoHe. CTOpPOHE.
B3»XX. Bpems ynepxvBaHWA OCHOBHOFO
nMKa Ha Xxpomartorpamme UCMbLITYyemoro
pacTsopa, NPUroTOBNEHHOrO ans
KONMYECTBEHHOTO onpeneneHns, LOMKHO
COOTBETCTBOBATL BpemeHn yaepxwusaHna | CooTBeTCTBYET
WaeHTndmKaums nMKa Ha Xxpomarorpamme CTaHAapTHOro
> | Identification pactBopa 1a. Otrmuvme BO BpeMeHax
yOEPXMBAHUA AOMKHO COCTaBnsATb He
- Bungarnuntut Gonee + 2,0%.
TCX. Ha xpomatorpamme WCMbITYeMOro
pacTBopa OCHOBHOE NMATHO NO MOIIOXKEHNIO,
oKpacke " BENAUUHE gorkHo | CooTBETCTBYET
COOTBETCTBOBATH NATHY Ha XpoMaTtorpaMmme
CTaHAapTHOFO pacTeopa.
B3XX
3 | PacTeopenme He wmeHee 80% (Q) sungarnuntuHa oT 97%
Dissolution HOMUHAMNBHOrO  copepXaHus  J0MKHO
nepewTy B pacteop 4epes 30 MUHyT
Boaa MeToa K. duwnepa, g
4 Water He Gonee 2,9 % 22%
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B3XKX 202-01 — He obHapyxeHo;
202-01 (amug): He Bonee 0,5% 209-01 — He o6HapyXeHO;
n 209-01 (UMKIMYECKUIA aMUANH): 207-01 — He oBHapyxeHo;
pumecu o
5 | Impurities He 6onee 0,2% EOvHuyHas Hecneumduumpyemas
207-01(ankeronunepasun): He Gonee 0,2% | nNpuMech — He 0GHaPYXEHO,
- BungarnuntuHa
EavHuuHas Hecrnieymudulmpyemas npumech
- He bonee 0,2% Cymma BCex npumecert - He
Cymma Bcex npumecen - He 6Gonee 0,8% oBHapyxeHo
OaHoOpOAHOCTL
eauHuL
6 L[O3UpOBaHUs PacueTHo-MmaccoBbin AV=2 4
Uniformity of dosage | AV = 15,0 !
units
-Bungarnuntud
Koo' | B
7 Assay Ot 95,0% [0 105,0% BungarnuntuHa ot 99.2%
- BUnaArMNTAH HOMMWHANbHOrO CoAlePXXaHnA
Mo 14 Tabnetok B 6nmnctep NA/AT/MBX un Mo 14 TabneTok B BGnucrep
anomMuHmeBon onbru. MA/AN/MBX n antomMyuHneBoin
y Mo 2 unu 4 GnucTepa BMECTE C NIACTKOM- donbru.
nakoBKa
8 Packing BKNaabllieM B KAPTOHHYIO NauKy. Mo 2 6nuctepa sBmecTe C nucTKOM-
LonyckaeTca Hanuume KORTpons BK/1aAblLLEM B KAPTOHHOW Mnavke.
NEePBUMHOIO BCKPLITUS Ha KapTOHHOW KOHTpORb NEPBUYHOTO BCKPLITUA
nayke. Ha KapTOHHOM Nayke NpuUCyTCTBYET.
MNMepBuyHan BHYTPEHHSSA yrnakoBKa MepBuyHaa BHYTPEHHSASA
Ha Bnucrepe ykasblBaeTcs: ynakoBKa
1. ToproBoe HaumeHoBaHWe npenapara ¢ Ha 6nuctepe ykasaHo:
npegynpeauTensHoON Mapkuposkoii ® 1. ToproBoe HanmeHoBaHue
2. MexgyHapoaHoe HenaTeHToBaHHoe npenaparta ¢ npegynpeanTensHon
HaumeHoBaHue (aybnupyetcs Ha Mapkuposkon ®
aHrNMACKOM A3bIKE) 2. MexayHapoaHoe
3. NoroTun gepxaTens perMcTpauMoOHHOTO | HeMaTeHTOBaHHOE HauMeHOoBaHue
YOOCTOBEPEHUA (Ha aHIMUINCKOM A3bike) (py6nupyeTcs Ha aHrIMIACKOM
4. JlekapcTBeHHasn dopma A3bIKE)
9 MapkupoBka 5. fosupoeka 3. lorotvn pepxarens
Labelling 6. Homep cepuu permcTpauvoHHOro Y0CTOBEPEHNA

7. [ata ucreveHus cpoka rogHocTy (8
dopmarte: roaeH Ao...)

8. lata npoussoacTea

9. [lonyckaeTca HaHeceHne BHYTPEHHNX
YNakoBOYHbIX KOZOB KOMnaHun. B cnyvae
npoussogcTea Ha nnowaake 000
«HoBapTuc HeBa» Ha GnucTepe ykasbiBaoT
TONbKO NepemeHHble AaHHble 6e3 ykasaHus
npeduKcoB HOMEpa cepun 1 AaTbl
OKOHYaHWA CpoKa roAHOCTU.

(Ha aHrIMACKOM A3bIKE)

4. JlekapcTBeHHan cdopma

5. osuposka

6. Homep cepun

7. [ata ucreueHus cpoka rogHocTu
(8 cbopmare: roaeH fo...)

8. [lata npov3BoACTBa He yKasaHa
9.BHyTpEHHME yNakoBOYHbIE KOAbI
KOMMaHWM OTCYTCTBYIOT.
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Ne Mokasarens* Metop ucnsitaHuit / TpedboBaHue PesynbTar

X Parameters Analytical method / Requirement Result

[arta npousBOACTBA HE YKa3biBaeTCH. Ha 6nucTepe ans Homepa cepui U
BropuyHas ynakoBka (kapTOHHasi nayka) | AaTbl OKOHYaHUA CPOKa rogHOCTY
Ha KapTOHHOW Nayke yKasblBaeTcA: yKa3aHbl TOfLKO NepemMeHHbIe
1. Toprosoe HavmeHoBaHne npernapara c AaHHble 6e3 ykasaHus npecuKcos.
npegynpeauTensHoi mapkuposkoi ® [ata npon3BoAcTBa He yKasaHa.
2. MexxayHapoaHoe HenaTeHToBaHHoe BTropuyHas ynakoBka (KapToHHas
HauMeHoBaHune (aybnupyetca Ha nauka)
aHFMUIACKOM A3biKe) Ha kapToHHOW navke yKasaHo:
3. NoroTun gepxarens peructpauuonHoro | 1. Toprosoe HaumeHoBaHue
YAOCTOBEpEeHMs (Ha aHrNUICKOM S3bIKE) npenapara c npeaynpeanTenbHon
4. HanmeHoBaHue gepxarens MapKkuposkon ®
perucTpaLnoHHOro yA0CTOBEPEHUs U 2. MexxayHapoaHoe
nNpoun3BOANTENA NEKapCTBEHHOO HenaTeHToBaHHOe HanmeHoBaHue
npenapara (BbinycKatoumnin KOHTPOIb (aybnupyeTtcs Ha aHrnMicKom
Kavyecrsa) A3bIKE)
5. Agpec (cTpaHa) aepxarens 3. NoroTnn pepxarens
perncTpauvoHHOro yA0CTOBEPEHUS 1 perncTpaunoHHOro yAocToBepeHuns
Npou3BoAUTENA NEKapCTBEHHOTO (Ha aHrNWINCKOM A3bIKe)
npenapata (BbinycKaloiLmiA KOHTPOIb 4. HanmeHoBaHve pepxarens
KayecTBa) PErucTpauvoHHOro YA0CTOBEPEHUS
6. JlekapcteeHHan cdopma ¥ NpousBoOAUTENA NEeKapCTBEHHOro
7. osupoBka nperiapaTa (BbirnyCcKatowmii
8. KonuuecTBo leKapCTBEHHOrO Npenapara | KOHTPOSb KavyecTsa)
B YNaKoBKe 5. Agpec (cTpaHa) aepxarens
9. HanmeHoBaHue ¥ cogepxaHue PerncTpaLmoHHOro yA0CTOBEPEHUS
AeNCTBYIOLWero BeLecTsa W NPOU3BOAUTENA NEKAPCTBEHHOrO
10. YkasaHue o cogepaHim NnakTosb! npenapara (BbiryCKaloLwun
Ge3BO4HON B KAUeCTBe BCMOMOraTENbHOrO | KOHTPOIlb KaUecTsa)
BeLLecTBa v ee KonuyecTse B 1 TabneTke 6. NekapcTeeHHasn dopma
11. YcnoBus xpaHeHusi 7. NoavpoBka
12. MNyTe BBEAEHUS 8. KonnuecTtso nekapcTseHHOro
13. Ycnosus otnycka npenapara B ynakoske
14. MNpepynpeautensHbie HaaANUCK: 9. HaumeHoBaHue 1 cogepxaHue
«[MoapobHble ykasannus No NPUMEHEHNIO JOeicTByioLLEero BeLlecTsa
npuBeaeHsl B MUCTKE-BKNaAbiLLEey, 10. YkasaHue o coaepxaHuu
«XpaHuTb B HeJOCTYMHOM ANA AeTei nakTo3bl 6e3B0AHON B Ka4ecTBe
MecTe» BCTMIOMOraTensHOro BellecTsa u ee
15. Homep cepum konuuectee B 1 TabneTke
16. laTta npoussoacTea 11. Ycnosus xpaHeHus
17. [aTa ucTeueHns Cpok rogHocTy (B 12. MNyTb BBEASHUA
copmare: rogeH go...) 13. Ycnosus oTnycka
18. Wrpux-koa 14. NpepynpeauTenbHbIE HaANUCK:
19. [JonyckaeTca HaHeceHmne BHYTPEHHUX «MoapobHble ykazaHUsA no
YMakoBOYHbIX KOAOB NPUMEHEHUIO NPUBEAEHb! B NTUCTKE-
20. JononHuTenbHo MoryT BbiTh HaHECeHb! | BKNaAbilue», «XpaHuTb B
cpeacTBa UaeHTUgUKaLmm ans HEAOCTYNHOM ANA AeTei MecTe»
MOHUTOPUHIa ABWKEHUS NEKAPCTBEHHbIX 15. Homep cepun
npenaparos OT NPousBoAWUTENS A0 16. [lata npousBoacTBa
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KOHeuHoro notTpebutens (HaHeceHue 17. [lata ucteueHust CpoK rofHOCTU
BO3MOXHO C UCMONb30BaHNEM CTUKEPA). (8 hopmarte: rogeH A0...)
18. lWrpux-kopn
19. HaHeceHbl BHyTpeHHUE
YMaKoBOYHbIE KOAbI.
20. JononsnTensHO HaHeceHb!
cpeacTea uaeHTUdMKauum Ans
MOHWUTOPUHIA ABVKEHUS
NeKapCTBEHHbIX Npenaparos OT
rpoV3BOAUTENS 4O KOHEYHOro
nortpebutens (6e3 ncnonb3oBaHus
CTUKEpa).
10 )S(paHeHue B opuruHanbHoM yrnakoske npy Temnepartype He sbiwe 30°C.
torage
CpoK rogHoOCTKH
(MepuoguyHoOCTL
11 | KOHTpOJIs) 3ropa 30.09.2027
Shelf life
requency of control)

* - MokasaTtenb «Mukpobruonornyeckas YNCToTa» He SIBNAETCH PYyTUHHbIM METOAOM aHannsa u MOXeT OTCYyTCTBOBaThL B

nacnopTe KOoMnaHun.

3. 3AKIKOYEHUE
CONCLUSION

NekapcTeeHHbIl Npenapar Mansyc® Tabnetku 50 mr Ne 28, Homep cepumn PF5841 1024 coome’rcrnyer
TpeGoBaHUsiM HOPMaTMBHOMW AokymeHTauwmm JIM-Ne(000761)-(PI-RU)-240424 yansyc® Tabnetku 50 mr Moayne
Mapkupogka J1M-Ne(000761)~(P-RU)-200723.
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