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1. OBLWAA UHOOPMALINA
GENERAL INFORMATION

HaumeHoBaHWe NpoayKLmnn:
Product Name

aneyc® Ttabnetkn 50 mr Ne 28

MpoBepeHo Ha coOTBETCTBUE C:

Checked against

JIM-Ne(000761)-(Pr-RU)-240424 ansyc® Tabnetku 50 mr Mogynb
Mapxuposka J1M-Ne(000761)-(Pr-RU)-200723

Cneuundvkaumus kauectsa Ha Maneyc®, Tabnetku 50 mMr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

BHyTpeHHUiA Kog, Homep cepum "!
HepacdacoraHHoW npoaykuum: | 42027188 HepacdacoBaHHOM npoaykuuy PT6886
Product Code Bulk Batch Number Bulk
BHyTpeHHWI KOO YNakoBaHHOM Homep cepun ynakoBaHHOM
NPOAYKUMUM: 44068548 NpPoAayKLMK: PU15530925
Product Code FDF Batch Number FDF
Ta NMpoU3BOACTBA:
ﬁ:nuiacfﬁrfng iilezlttt?‘:lI 05.09.2025
: Pasmep cepunm 3a BbiveToMm
Cashiob cepiw 35 182 yn dogeeraifi 35 169 yn
a . i
Batch size without samples
2. NMONYYEHHBLIE PE3YIbTATbI
TEST RESULTS
Ne lMokazaTtenk* MeTtog ucneitanduii / TpeGosaHue PesynbTar
7 Parameters Analytical method / Requirement Result
BusyanbHbIi benoro uUBeTa Kpyrnble rnagkue
o Or ©Genoro 4o CBETNO-KENTOro UBETa | TabneTku CO CKOLUEHHLIMU Kpasmu,
nucaHue i N
1 Appearance Kpyrnbie rnagkue Ta6ne_Tm CO CKOLUEHHbIMI | C rPaBMPOBKOIA «NVR» Ha opgHoii
kpasmu, ¢ rpasmposko «NVR» Ha ogHoii | ctopoHe u  «FB» Ha  Apyroil
cTopoHe u «FBy» Ha apyroii cTopoHe. CTOpPOHE.
B3OXXX. Bpems ygepxuBaHWs OCHOBHOro
MMKa Ha XpomartorpaMme MCMbITYEMOro
pacTeopa, NPUroTOBNEHHOTO Ans
KONUYECTBEHHOTO ONPeAeneHns, A0MKHO
COOTBETCTBOBATE BPEMEHW YyAepxuBaHus | COOTBETCTBYET
WaenTudbmkaums nMka Ha xpomMarorpamme CraHAapTHoro
o | Identification pactBopa 1a. Otnuyme BO BpemeHax
YOEPXMBaAHUA AOMKHO COCTaBNATL He
- BungarnunTiH Oonee + 2,0%.
TCX. Ha xpomartorpamme uUCnbITyemoro
pacTeopa OCHOBHOE MATHO MO MONOXEHUIO,
oKpacke " BENUYMHe pomkHo | CooTBeTcTBYET
COOTBETCTBOBATbL NATHY Ha XpoMaTtorpaMmme
cTaHAapTHOro pacTeopa.
B3XX
3 | PacTeopenne He menee 80% (Q) sungarnuntuHa oT 101%
Dissolution HOMWHANbLHOTO  COAEPXaHWSA  [AOMKHO
nepenTi B pacteop Yyepea 30 MUHYT
4 Bopa MeToa K. duwepa, 2 5%
Water He Gonee 2,9 % ki
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Parameters Analytical method / Requirement Result
B3IXX 202-01 — mexee 0,1%:;
202-01 (amng): He Bonee 0,5% 209-01 — meHee 0,1%;
n 209-01 (UMKNUYECKUIA aMUANH): 207-01 — He oBHapyxeHo;
puMecwu 4
5 | Impurities He Bonee 0,2% EovHudHas  Hecneuuuumpyemas
- : % | npumechb — He oBHapyKeHo;
S —— 207-01(oukeTonunepasuH): He 6onee 0,2% p py .
EanHnyHas Hecneuudmumpyemas npumMech
- He Bonee 0,2% Cymma Bcex npumecel — MeHee
Cymma Bcex npumeceli - He 6onee 0,8% 0,1%
OpgHopoOHOCTL
eanHNL,
6 | Mo3upoBaHus PacyeTHo-maccoBbIi AV=3 6
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
K YyecTBeHHoe
oﬁ:::neneume S
7 Assay Ot 95,0% po 105,0% BunaarninTuHa oT 102,3%
- BARSArAMITTAH HOMWHArLHOro CoAepKaHuUs
Mo 14 Tabnetok B 6Gnuctep MA/AN/MBX n Mo 14 Tabnerok B 6nuctep
antoMrH1eBoii onbru, MNA/AN/MBX 1 antoMUuHMeBOIA
Mo 2 nnn 4 GnucTepa BMecTe € NUCTKOM- cdonkru.
YnakoBka
8 Packing BKNaAblLLEM B KaPTOHHYIO Nayky. Mo 2 6nuctepa BMecTe ¢ NIUCTKOM-
[HonyckaeTca Hanu4ne KOHTpons BKNafbiLLUEM B KAPTOHHOI Nauyke.
NEepPBUYHOrO BCKPLITUA HA KAPTOHHOM KoHTponb NepBUYHOIO BCKPBITHS
nadke. Ha KapTOHHOM Nayke NPUCYTCTBYET.
lMepBUYHaA BHYTPEeHHNAA ynaKoBKa MepBUYHAA BHYTPEHHSARA
Ha 6nucTepe ykassisaercs: ynakoBKa
1. Toprosoe HaumeHoOBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHon mapknposkon ® 1. Toprosoe HaumeHoBaHWe
2. MexxpyHapoaHoe HenaTeHTOBaHHOoe npenapara c npegynpeauTensHoi
HaumeHosaHue (aybnupyeTcs Ha Mapkuposkoin ®
aHIMUIACKOM A3bIKE) 2. MexgayHapogHoe
3. lloroTun pepxartens perucTpaLMoOHHOro | HenaTeHTOBaHHOE HauMeHoBaHWe
yAocToeepeHust (Ha aHrnuincCKom s3blke) (aybnupyeTca Ha aHrMUACKOM
4. [lekapcTBeHHas dopma A3blKe)
9 Mapkupogeka 5. [loanpoeka 3. NoroTtun pepxarens
Labelling 6. Homep cepun perucTpaLlnoHHoro ya0cToBepeHns

7. [laTa ncreveHus cpoka rogHocTy (B
dopmare: rogeH go...)

8. [lata npoussopcTea

9. [lonyckaeTcs HaHEeCEHWE BHYTPEHHUX
YNaKoBOYHbIX KOAOB KOMMaHuW. B cnyvae
npon3BoACTBa Ha nnowaake 000
«HosapTuc Hesa» Ha BnncTepe ykasbiBatoT
TOSBbKO NepeMeHHble faHHble 6e3 ykasaHus
npeduKcoB HOMepa cepun 1 AaThbl
OKOHYaHWS CpoKa rogHOCTH.

(Ha aHrnuiickom A3bIke)

4, lekapcTBeHHas dopma

5. [loavposka

6. Homep cepun

7. Oata ncreveHus cpoka rogHocTu
(e chopmarTe: rogeH no...)

8. [lata npousBoAcTBa He yKasaHa
9.BHyTpeHHVe ynakoBoYHbIe Koabl
KOMMaHuK OTCYTCTBYIOT.
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Ne MNokazartens* MeTopg ucneitanuii / Tpe6oBaHue Pezynbrar

= Parameters Analytical method / Requirement Result

[aTta npou3eoacTea He yKasbIBaeTCs. Ha B6nuctepe ans Homepa cepun U
Bropuynas ynakoBka (KapTOHHas mayka) | AaTbl OKOHYaHWS CPOKa rogHOCTU
Ha kapToHHOI nayke ykasbiBaercs: yKa3aHbl TONbKO NepeMeHHble
1. ToproBoe HavMeHoBaHWe rnpenapara ¢ AaHHble 6e3 ykasaHusa npeduKcos.
npegynpeaAnTenbHON MapkUpoBKoi ® [ata npousBoACTBa He YkasaHa.
2. MexayHapogHoe HenaTeHTOBaHHOe BropuuHas ynakoBka (KapToHHasa
HaumeHoBaHue (aybnupyeTcs Ha navka)
aHrmnIncKoM A3biKe) Ha xapToHHO! nayke ykasaHo:
3. Jlorotun gepxatens perucTpauuorHoro | 1. ToproBoe HaMMeHoBaHue
yaocToBepeHWs (Ha aHrMUiickom Asblke) npenapara c npeaynpeauTensHoi
4. HanmeHoBaHue gepxarens MapKknpoBKoi ®
perncTpaynoHHOro yAoCTOBEPEHNS U 2. MexpyHapoaHoe
NPoV3BOAWTENSA NEKAPCTBEHHOIO HenaTeHTOBaHHOe HauMeHoBaHue
npenapara (BbiNyCKaloLWWIA KOHTPOIb (nyBnupyeTcs Ha aHrMUIACKOM
KayecTsa) A3bIKE)
5. Agpec (cTpaHa) gepxarens 3. Norotun gepxarens
perncTpauyMoHHOro yaoCcToBEpEeHNs 1 per1ucTpaLmnoHHoro yAoCcToBEpeHUs
NpoV3BOAUTENA NTEKAapPCTBEHHOro (Ha aHrnNMACKoOM A3bIKe)
npenapara (BbiNycKaloLWiA KOHTPONb 4. HanmeHoBaHue pepxxarens
Kadecrea) perncTpaumnoHHoro yaocToBepeHus
6. NlexapcTBeHHasA dopma 1 NPON3BOZNTENA NEKAPCTBEHHOIO
7. [Josmposka npenapara (BbinycKaoLnii
8. KonuuecTso nekapcTBeHHOro Npenapara | KOHTPOnb KavecTsa)
B yNakoeke 5. Agpec (cTpaHa) gepxarens
9. HaumeHoBaHve 1 coaepxaHne PerucTpaumuoHHOro yAoCTOBEpeHUs
fAeicTeyloWero BeLwwecTsa 1 NPOWU3BOAUTENS NEKAPCTBEHHOIO
10. YKasaHune o copepiaHunn Nakrossbl npenapara (Bbinyckarowmii

6e3B0/HON B KA4YECTBE BCMOMOTaTENLHOMO | KOHTPOIb KauecTBa)
BellecTBa 1 ee konuvectee B 1 Tabnetke 6. llekapcTBeHHas copma

11. YcnoBusi xpaHeHns 7. Joanpoeka

12. MNyTb BBegEHUSA 8. KonnyecTBo NekapcTBeHHOro
13. Ycnosua oTnycka npenapara B ynakoske

14. MNpeaynpepuTenbHbie HAANWCK: 9. HaumeHoBaHue 1 cogepxaHune
«MoapobHble ykasaHWUA NO NPUMEHEHWIO AeiCTBYIOLLEro BELLECTBA
npueedeHsl B NUCTKe-BKNaablWLe», 10. YkasaHue o cogepxaHim
«XpaHWTb B HEAOCTYNHOM AnA AeTel NakTo3bl 6e3BOOHON B KaYecTee
mecTe» BCMOMOraTenbHOro BeLlecTsa u ee
15. Homep cepun Konuuectee B 1 Tabnetke

16. [lata npouseogcTea 11. Yenosus xpaHeHus

17. Nata ncreyeHus cpok rogHocTu (B 12. MyTb BBEAEHUSA

chopmare: rogeH o...) 13. Ycnosua otnycka

18. WTpux-kog, 14. MpeaynpeanTenbHbIe HAANWUCK:
19. lonyckaeTcsi HaHeceHWe BHYTPEeHHUX «NoapobHble ykasaHusa no
YyNakoBOYHbLIX KOO40B NPUMEHEHUIO NpuBeaeHLl B NUCTKe-
20. [lononHWTEeNsbHO MOTYT ObITh HAHECEHb! | BKNagbllue», «XpaHuTb B
cpeAcTBa uaeHTUUKaLmM ans HEAOCTYNHOM ANA AeTel MecTen»
MOHWUTOPWHIa ABWXXEHWS NEeKapCTBEHHbIX 15. Homep cepun

npenapaToB OT NPOW3BOANTENA A0 16. [ata npounssogcTea
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KOHeuHoro notpebutens (HaHeceHue 17. laTa UcTeyeHns Cpok roqHocTH
BO3MOXHO C UCNOMNb3OBaHNEM CTUKEpPaE). (B dhopmare: rogeH go...)
18. Wrpux-kog
19. HaHeceHbl BHyTpeHHne
ynakoBOYHble KoAbl.
20. JononHuTenbHO HaHeceHs.!
cpeacTea uaeHTuduUKaumm ans
MOHUTOPUWHIa ABUXEHUS
NeKapcTBEHHbIX NpenapaTos oT
npov3BoauTens Ao KOHEYHOro
notpebuTens (6e3 ucnons3oBaHuA
CTUKepa).
10 g:aueuue B opuruHansHoi ynakoBke npu Temnepatype He sbiwe 30°C.
orage
Cpok rogHocTK
(MepuopmuHocTL
11 | kOoHTpoONA) 3 ropa 31.08.2028
Shelf life
requency of control)

* - Nokasatens «MukpoBuonornieckas YNCToTay He ABASETCH PYTUHHBIM METOAOM aHaNN3a U MOXET OTCYTCTBOBATH B
nacnopTe KoMnaHuu,

3.

SAKNMIOYEHUE
CONCLUSION

lNekapcTBeHHbIii npenapat Mansyc® Tabnetku 50 mr Ne 28, Homep cepum PU1553Q925 CDOTBETCTBYET
TpeGoBaHnAM HopmaTueHoM fokyMmeHTauumn J1M-Ne(000761)-(PI-RU)-240424 T aJ}Byc® Tabnetku 50 mf Mo,uynb 7
Mapxkuposka I1M-Ne(000761)-(Pr-RU)-200723. 7

f
il
y Crapwwuit  cneuywanucT  no R £ Sy
TEEPAWT | outponio kauecTea Anexcees B.O. | 99 O stmde
Approved by \-. b
DonwrocTe (Position) @0 (Full name) Dare' (Date)
7
Version Description of change
(Bepcus) (OnucaHue uameHeHWn) \
1.0 Hoeblil nacnopt
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