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1. OBLUAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoaykumnu:

Product Name Maneyc® Tabnetkn 50 mr Ne 28

NN-Ne(000761)-(PIr-RU)-240424 Mansyc® Tabnetkn 50 mr Moaynb
Mapxuposka J1M-Ne(000761)-(Pr-RU)-200723

Cneundpukauus kavectsa Ha aneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF 00102805, sepcus 13.0

lMpoBepeHO Ha COOTBETCTBMUE C:
Checked against

BHyTpeHHWIA koA Homep cepun
HepacdacoBaHHOI Npoaykuun: | 42027188 HepacthacoBaHHoi npoaykumuy PS3634
Product Code Bulk Batch Number Bulk
BHYTpeHHWIA KOA, ynakoBaHHOW Homep cepumn ynakosaHHOM
NPoAYKLUWUNK: 44068548 NpoayKU1K; PS65530725
Product Code FDF Batch Number FDF
ara npoussoncTaa:
ﬂanufacz‘grfng Date 29.07.2025
1 Paamep cepun 3a Bbl4eTOM
fadlins Snih: 35611 yn npo6: Sl 35 598 yn
=it Batch size without samples
2. NONYYEHHBLIE PE3YNLTAThI
TEST RESULTS
Ne Nokazarens* MeTtog ucneitanuii / Tpe6oBaHue Pesynbrar
Parameters Analytical method / Requirement Result
BuayanbHbii bBeroro uBeTa Kpyrnble rnagkue
o OT 6Genoro [0 CBETMO-XENTOro UBeTa | TabneTkn Co CKOLIEHHLIMW KpasmMu,
nucaHue % 5
1 A Kpyrnble rnagkue TabneTku co CKOWeHHbIMK | ¢ rpaBupoBkoii «NVR» Ha ogHom
ppearance i A -
Kpasamu, ¢ rpasuposkon «NVR» Ha ogHow | ctopoHe u  «FB» Ha  ppyroi
cTopoHe 1 «FB» Ha apyron cTopoHe. CTOpOHE.
B3XX. Bpema ygepxuBaHWa OCHOBHOTO
nMka Ha XpomarorpaMme WCNbITYyeMoro
pacTeopa, NPUroTOBNEHHOrO ans
KONWYeCTBEHHOro OnpeAeneHns, AOMKHO
COOTBETCTBOBATL BpemeHW yaepxusaHus | CooTBeTCTBYET
WUaexTudmrkauus MMKa Ha XxpomarorpammMe CTaHAapTHOro
o | Identification pacteopa 1a. Otnuune BO BpemMeHax
YAEPXKNBAHUA [OOIKHO COCTaBMATE HE
- BunparnunTim Gonee + 2,0%.
TCX. Ha xpomartorpamme WCMbITYEMOro
pacTBopa OCHOBHOE MATHO MO MOMOXEHWO,
okpacke u BENUYMHE pomkHo | CooTBeTcTBYeT
COOTBETCTBOBATb NATHY Ha XpomaTorpamme
cTaHAapTHOro pacreopa.
B3XX
3 | PacTeOpeHue He wmenee 80% (Q) sunparnuntuHa oOT 99%
Dissolution HOMWHANbLHOrO  COAEPXaHWsA  LOMKHO
nepenTn B pacTeop Yepes 30 MUHYT
4 Bopa MeTtog K. ®uwepa, 2 6%
Water He 6onee 2,9 % '
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Ne lNMokazartens* MeTtopa ucnkitanuii / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
B3OXX 202-01 - 0,1%;
202-01 (amunpa): He Gonee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (UMKNUYECKUIA aMUANH): 207-01 — He obHapyxeHo;
ENEAE o % EauHnuHas  Hecneuuduvumpyemas
5 | Impurities He Bonee 0,2% . " uo ‘ Lmpy
B — 207-01(avkeTtonunepasuH): He Bonee 0,2% | npumect — meHee 0,1%;
EavHuyHas Hecneuwduumupyemas npumMech
- He 6onee 0,2% Cymma scex npumecein — 0,1%
Cymma Bcex npumeceli - He Bonee 0,8%
OpaHopoAHOCTL
eauHUL,
g | A03upoBaHUA PacyeTHo-mMaccoBbIf AV=15
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
KonuuyectBeHHoOe
onpepeneHue P
7 Assay Ot 95,0% po 105,0% eungarnvunTuHa oT 100,9%
i HOMMHaIILHOrO CoaepXaHns
Mo 14 Tabnetok B 6nuctep MNA/ANNBX n Mo 14 TabneTtok B 6nuctep
anoMuHneBon onbrin, NA/ATNIMNBX n antoMUHWEBOK
Mo 2 unn 4 Gnuctepa BMeCTe € NUCTKOM- honbri.
YnakoBka
8 Packing BKNAAbILLEM B KAPTOHHYIO NadKy. Mo 2 BnucTepa BMeECTe € NIUCTKOM-
HonyckaeTcs Hanu4yue KoHTpons BKNaAblLLeM B KAPTOHHON Nayke.
NepBUYHOrO BCKPLITUS HA KBPTOHHOIA KoHTponb nepBUYHOro BCKPbLITUS
navke. Ha KapTOHHOW Nayvke NpUCYTCTBYET.
MepBuUYHan BHYTPEHHASA YNaKkoBKa Mepeu4yHas BHYTPeHHSsSA
Ha 6nucrepe ykasbisaeTcs: ynakoBka
1. Toprosoe HaumeHoBaHWe Npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHON MapkupoBKkoi ® 1. Toprooe HaumeHoBaHWe
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeanTensHon
HanmeHoBaHue (gybnupyeTcs Ha MapK1MpoBKoin ®
QHrMUACKOM A3bIKE) 2. MexxayHapofHoe
3. INloroTun gepxaTens permcTpaumoHHOro | HenaTeHTOBaHHOE HauMeHoBaHne
yAOCTOBEPEeHWUS (Ha aHrnuiickom A3bike) (aybnupyeTca Ha aHrNUACKOM
4. JlekapcTeeHHas copma A3blke)
9 MapkupoBka 5. Noavpoeka 3. NoroTun aepxartens
Labelling 6. Homep cepun perncTpaunoHHOro y40CTOBEPEHMA

7. [laTa ncteyeHnsa cpoka rogHocTu (B
thopmare: rogeH go...)

8. [aTa npoussoacTea

9. [lonyckaeTcst HAHECEHMWE BHYTPEHHMX
yNakoBOYHbIX KOAOB KOMNaHuv. B cnyvae
nponasoAcTea Ha nnowaake OO0
«HoBapTuc Hesa» Ha BnucTepe ykasbiBaioT
TONBLKO NepeMeHHble AaHHkIe Bes ykasaHus
npecgukcoB HoMepa cepu U AaThbl
OKOHYaHWS CpoKa rogHOCTI.

(Ha aHrNUIRCKOM A3biKe)

4. JlekapcTBeHHas dopma

5. floanmpoeka

6. Homep cepuun

7. NaTa ucteuyeHnss cpoka rogHoCTn
(B chopmare: rogeH fo...)

8. [lata npon3BoAcTBa He ykasaHa
9.BHYTpeHHWe ynakoBoYHbIE KOAbI
KOMNaHuUW OTCYTCTBYIOT.
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Ne MNokazarens* MeToa ucnwitanuii / TpeGoeaHue PeaynbTar
rr Parameters Analytical method / Reguirement Result

[arta npon3soacTea He yKasbiBaeTcs.
Bropu4yHas ynakoBka (kapTOHHasi Na4ka)
Ha kapToHHOI nayke ykasbiBaETCs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeanTensHoW mapkuposkoli ®

2. MexayHapoaHoe HeNnaTeHTOBaHHoEe
HaumeHoBaHue (gybnupyeTca Ha
AHINACKOM A3bIKe)

3. Jlorotun aepxatensa peructpayoHHoro
YOOCTOBEPEHUS (Ha aHrNMIACKOM S3bIKe)

4. HauveHoBaHuWe gepxarens
perncTpaLuoHHoro y40CToBEPeHNd 1
NPOW3BOAMTENS NEKAapCTBEHHOIo
npenapara (BbiNycKaroLKUiA KOHTPONb
KavecTea)

5. Agpec (cTpaHa) gepxarens
perucTpaLuoHHoro y40CTOBEPEHNS 1
NpPoOV3BOAWTENSA NEKapCTBEHHOTO
npenapara (BbinyckaloLmii KOHTPOsb
KayecTtsa)

6. ekapcTBeHHas copma

7. OoanpoBka

8. KonuyecTso nekapcTBeHHOro npenapaTta
B ynakoBke

9. HanmeHoBaHue 1 cogepxaHue
AencTylollero BellecTsa

10. YkazaHue o cogepaHum NakTosbl
6e3B0AHON B KAYECTBE BCNOMOraTesnbHoro
BeLecTBa U ee konuuectse B 1 TabneTke
11. Yenosua xpaHeHuns

12. MNyTb BBEOCGHNA

13. Yenosus oTnycka

14. MpeaynpeguTensHbie HaaNUCK:
«lMogpobHble ykaszaHUs No NPUMEHEHUIO
NpUBEAEHLI B NUCTKEe-BKNaabiwe»,
«XpaHnTb B HEQOCTYMNHOM ANA feTei
mecTe»

15. Homep cepun

16. [laTa nponseogcTea

17. [lata ucteyeHna cpok rogHocTw (B
cdopmare: roaeH go...)

18. Wrpnx-kog

19. [lonyckaeTcs HaHeceHWe BHYTPEHHIX
YNaKOBOYHLIX KOAOB

20. JlononHWTENbHO MOryT BbITh HAaHECEeHb!
cpeacTBa uaeHTUGbMKaummn ans
MOHUTOPWHIra ABUXEHWA NEKAPCTBEHHbIX
npenapaToe OT NPOW3BOANTENA 40

Ha 6nuctepe ans Homepa cepun
AaTbl OKOHYaHWA Cpoka rogHOCTM
yKa3saHbl TONbKO NepemMeHHble
AaHHble 6e3 ykazaHua npeduKcos,
[ara npoussoAcTBa He ykasaHa.
BropuyHas ynakoBka (KapToHHas
navka)

Ha KapToHHOI nayke ykasaHo:

1. ToproBoe HaumeHoBaHWe
npenapara ¢ npeaynpeanTensHoin
MapKkupoekoi ®

2. MexxayHapogHoe
HenaTeHToBaHHOe HauMEHOBaHWe
(oy6nupyeTcs Ha aHrMWICKOM
A3LIKE)

3. NoroTtun aepxarens
perucTpauvoHHoro yaocToBepeHus
(Ha aHrNUInCKoOM A3bIKe)

4. HaumeHoBaHwe aepxarens
perncTpaLmuoHHOro YA0CTOBEPEHNA
W NPOU3BOAMTENS NEKAPCTBEHHOro
npenapara (BbinycKatoLwuii
KOHTpOINb KayecTsa)

5. Agpec (cTpaHa) gepxatens
perucTpaumuoHHOro ya0CTOBEpPEeHMS
1 NpoU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbInycKaoLnii
KOHTpOMNb ka4ecTea)

6. llekapcTBeHHas dopma

7. [oaunposka

8. KonnyecTeo nekapcTseHHOro
npenapara B ynakoeke

9. HaumeHoBaHue 1 cogepxaHue
OeACTBYIOLLEro BeLlecTsa

10. YkazaHue o cogepxarHim
naxktoabl 6€3B0HOI B KaYecTee
BCMoMorarensHoro BeLecTsa u ee
konuyecTse B 1 TabneTke

11. Yenosus xpaHeHus

12. MNyTb BBEASHNKSA

13. Yenoeus oTnycka

14. MNpegynpeanTensHbie HaanucHu:
«NoapobHble ykasaHuma no
NPUMEHEHUIO NPUBEAEHBI B NUCTKE-
BKNagbie», «XpaHuTb B
HEeoCTYNHOM ANsA AeTel MecTen»
15. Homep cepun

16. [lata npowsBoacTea
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KoHe4Horo noTtpebutens (HaHeceHne 17. [lata ucTedeHns CpoK rogHoCTH
BO3MOXHO C UCMONb30BaHNEM CTUKepa). (e chopmare: roaeH Ao...)

18. WTpux-kog

19. HaHeceHbl BHYTpeHHWE
YNakoBOYHbIE KOAbI.

20. JononHuTensHO HaHeceHsl
cpencTea naeHTugukaymm gns
MOHWUTOPUHIa ABMKEHMS
NeKapcTBEHHbIX NpenapaToe oT
NPON3BOANTENS A0 KOHEYHOTO
notpeburens (6e3 ucnoneaosaHus
CTUKepa).

XpaHeHue

Storage B opurnHansHoi ynakoske npu TemnepaType He Boilwe 30°C.

10

Cpok rogHocTH
(Mepnogn4HoCTL
11 | koHTpoOnS) 3ropa 30.06.2028
Shelf life

requency of control)

* - NokasaTtens «MHKPOSHOI‘IOI‘HHECKQQ YUCTOTa» He ABNAETCHA PYTWUHHEIM METOAOM aHaNW3a U MOXET OTCYTCTBOBaTL B
nacnopTe KoOMnNaHuu.

3. 3AKNIOYEHUE
CONCLUSION ==

JlekapcTeerHbIN Npenapat aneyc® TabneTtkn 50 mr Ne 28, Homep cepum P8655302ﬁ5 cooTBeTcTBye‘r
TpeboBaHUAM HOpMaTUBHOMN AOKyMeHTaLm J1M- N°(000761) -(PM-RU)-240424 Fa.nﬁyc@ TabneTkn 50-up Monynb

Mapkupoeka J1M-Ne(000761)-(PI-RU)-200723. Vi o \
" T
KoopauHatop chuamko- B 7 fhe | s wed b P
Yreepaun XI-I"IM'I?'IHECI{OL'?I naGoparopum Cny4aHko O.C. ‘\/71} ¢ [ -_‘_.._m_a.th_ EWJJL;,.? i Q“f/dﬂu
Approved by 2\ Kowtpom, «a yE
AomicHocTe (Pasition) @O (Full name) ,:\; _-_-.‘.'!1_\- -_m'_r,c'. inature)
Version Description of change
(Bepcua) (Onucaxne nameHeHwnin)
1.0 Hoebln nacnopt
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