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KoHtpone kavectsa
Quality Control

Homep nacnopra:
Certificate number

4-206-0325

Bepcusi:1.0

Version

1. OBLAS UHOOPMALINSA
GENERAL INFORMATION

Product Name

HaumeHoBaHue npoaykumu:

FanByc® TabneTku 50 mr Ne 28

Checked against

TpoBepeHO Ha COOTBETCTBME C:

SPEC_FDF_00102805, Bepcua 13.0

J1N-Ne(000761)-(PIr-RU)-240424 Tansyc® TabneTkun 50 mr Moayns
Mapkuposka J1M-Ne(000761)-(P-RU)-200723
Cneundukaums kavectea Ha anByc®, Tabnetku 50 mr Ne28, Ne56

BHyTpeHHU Kop Homep cepumn
HepaccacoBaHHOI npoaykumu: | 42027188 HepaccacoBaHHoO npoaykuuy PK8082
Product Code Bulk Batch Number Bulk
BHyTpeHnHul ko ynakoBaHHOW Homep cepum ynakoBaHHOMN
npoayxuumn: 44068548 NpoAYKuMu: PL20910325
Product Code FDF Batch Number FDF
Ta Npou3BoACTBA:
ﬂ:nufactgring Datén 15.03.2025
A Pasmep cepuu 3a BhIYEeTOM
i Sep caphm: 35088 yn Npo6: 35 076 yn
Batch size without samples
2. NONYYEHHbIE PE3YJIbTATbI
TEST RESULTS
Ne Mokasarens* Metop ucnbitasuit / Tpe6oBaHue PesynbTar
i Parameters Analytical method / Requirement Result
BuayaribHbiv Berioro useta kpyrible Frnagkve
Onucaume Ot Genoro [0 CBETRO-XEnToro LUBeTa | TabreTKK CO CKOLUEHHLIMU Kpasimu,
1 Appearance Kpyrnible rnajkue TabneTky co CKOLLEeHHBbIMIA | ¢ rpaBupoBko «NVR» Ha ogHol
kpasmu, ¢ rpasupoBkoii «NVR» Ha opHon | ctopoHe un  «FB» Ha  gpyroit
cTopoHe U «FB» Ha apyroi cTopoHe. CTOpOHE. .
BOXX. Bpems yOepxuvBaHWsi OCHOBHOMO
nuka Ha xpomaTorpaMme WUCHLITYEMOrO
pactsopa, MPUrOTOBIIEHHOMO Ans
KONWYECTBEHHOro ONpeaeneHns, LOSMHKHO
COOTBETCTBOBaTbL BpemeHWU yhepxmeanus | CooTBeTCTBYET
WpenTtudmkauus nMKa Ha xpomaTtorpamMme CTaHZAPTHOTO
o | Identification pactBopa 1a. OTnuuve BO BpemeHax
YAEPKUBaHUS [OMKHO COCTaBnATh He
- Bungarnuntux Bonee £ 2,0%.
TCX. Ha xpomartorpamme wucrbITyemMoro
pacTeopa OCHOBHOE MATHO MO MNONOXEHWIO,
okpacke ) BENNYUHE AomkHo | CooTBeTcTRYET
COOTBETCTBOBATL NATHY Ha XpOMATOrpaMme
cTaHgapTHOro pacreopa.
BOXX
3 | PacTBopenue He metvee 80% (Q) sunparnunTuea ot 99%
Dissolution HOMUHaNbLHOTO  COAEPXKaHUS  JOMMKHO
nepentu B pactsop yepes 30 MuHyT
4 Bopa Metop K. duwepa, 20%
Water He 6onee 2,9 % '
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Quality Control ]
Homep nacnopra: | Bepcusi:1.0
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Ne MNokasatens* MeToa ucnbitanuii / Tpe6oBaHue Pesynbtar
Parameters Analytical method / Requirement Result
B3XX 202-01 ~ mekree 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — He obHapyxeHa;
n 209-01 (UMKNUYECKUIA aMUaVH): 207-01 — He oBHapyXeHo;
pumecu .
5 | Impurities He Gonee 0,2% , EnvHuuHan Hecneuudumumpyemas
i — 207-01(anketonunepasuH): He 6onee 0,2% | npumeck — He OBHaPyXeHO;
EnnunyHas Hecneuuduympyemas npumecs
- He Gonee 0,2% Cymma Bcex npumecell — mMeHee
Cymma Bcex npumecei - He Gonee 0,8% 0,1% .
OgHopoaHoCcTh
eauHuL,
g | Ao3npoBaHus PacueTHO-maccoBbIlk AV=2 6
Uniformity of dosage | AV < 15,0 )
units
-BungarmmntuH
oo | B0
7 Assay Ot 95,0% go 105,0% BungarnunTuHa oT 101,0%
S — HOMWHArLHOFO COAEPXKaAHUSA
®EADC 2.1.6.6,2.1.6.7
Karteropus 3A:
Mukpobuonoruieck | g ee uncno aspoBHbIX MUKPOOPraHNU3MOB
g | @suucTora - He Gonee 10°KOE B 1 1; Meree 50 KOEB 1T,
Microbiological Oblyee YMCNO APOXKEBLIX W MNECHEBbIX
purity rpu6oB - He Gonee 102 KOE B 1 Menee 10 KOE B 11;
OrcytctBue Escherichiacolis 11 OrcyTtctBue B 11
Mo 14 TabneTok 8 6nucrep NA/ANMBX n Mo 14 Tabnetok B Onuctep
anioMUH1eBon onbri. MA/ANTIBX n anioMuHWeBOiA
YnakoBka Mo 2 nnm 4 6nvctepa BMECTe C NIMCTKOM- donbru,
9 Packing BKIIaAbILLEM B KAPTOHHYIO MauKy. Mo 2 6nucTepa BMecTe € JINCTKOM-
[onyckaercs Hammume KOHTPOSA BKNaAbILLEM B KAPTOHHOI Nauke.
NEePBUYHOrO BCKPLITUR HA KAPTOHHOM KOHTpOMbL NepBUYHOTO BCKPLITUSA
navke. ‘Ha KapTOHHOI Nayke NpUCyTCTBYET.
MepBuyHasi BHYTPEHHAS yNakoBKa MepBuuHas BHyTpeHHAS
Ha 6nucTepe ykasbiBaeTcs: ynakoBKa
1. ToproBoe HauMeHOBaHwe npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTensHOn MapknpoBkon ® 1. ToproBoe HaumeHoBaHme
2. MexpayHapoaHoe HenaTeHTOBaHHOe npenapara ¢ npegynpeanTenbHOIR
HaumeHoBaHue (By6nupyercsa Ha MapKkupoBkoi ®
Mapkuposka HITIUACKOM A3LIKE) 2. MexxpyHapopHoe
10 Labelling 3. JloroTun gepxartens perMcTpauMoHHOro | HEMaTeHTOBAHHOE HaMMEHOBaHWE
yhocToBepeHust (Ha aHrNMNACKOM A3biKe) (ByGnmpyeTcs Ha aHTNWINCKOM
4. JlekapcTBeHHan opma A3bIKE)
5. flosupoBka 3. Nlorotun gepxarens
6. Homep cepuu perncTpaumnoHHOro yAoCToBepeHust
7. laTa ncteueHust cpoka rogHocTu (B (Ha aHrnURCKOM A3bIKe)
dopmare: rogeH fo...) 4. lekapctBenHas cdopma
8. flata npousBoacTea 5. [losupoBka
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Ne Mokazarens* Metop ucnbitanui / Tpe6osanue PesynbTar

il Parameters Analytical method / Requirement Result

9. [lonyckaeTcsi HaHeCeHUe BHYTPEHHUX 6. Homep cepum
ynakoBOUHbIX KOAOB koMnaHun. B cnyyae 7. laTa ncreueHns cpoka rogHoOCTM
npoussogacTea Ha nnowagke 000 (B bopmare: rogeH po...)
«HosapTuc Hesa» Ha Grmucrepe ykaswisaloT | 8. [laTa npousBoACTBa He yKasaHa
TONMbKO NepemeHHble AaHHbie 6e3 ykasaHua | 9.BHyTpeHHMe ynakoBoUHbIe Kokl
npecuKcoB HoMmepa cepun 1 Jathbl KOMMaHWUN OTCYTCTBYIOT.
OKOHUYaHUSA CpOKa rogHOCTH. Ha 6nmcTtepe ans Homepa cepum 1
[ata npousBoACTBa He yKka3blBaeTCs. AaTbl OKOHYaHWS CPOKa rOAHOCTU
BropuuHast ynakoBka (kapToHHas nayka) | ykasaHbl TOMbKO NepeMeHHble
Ha kapTOHHOW nayke yKasblBaeTcs: fHaHHbie 6e3 yka3aHns rpecukcos.
1. Toprosoe HanmeHoBaHWe Npenapara ¢ [Hara npoussoacTea He ykasaHa.
npeaynpeauTensHon MapkupoBKoi ® BropuuHas ynakoBka (KapTOHHasi
2. MexayHapoaHoe HernaTeHToBaHHoe nayka)
HaumeHoBaHue (aybnupyetcs Ha Ha kapTOHHON nayke yKasaHo:
aHIMUACKOM A3bIKE) 1. ToproBoe HauMmeHoBaHue
3. lorotvn aepxartens perucTpauuoHHoOro | npenapara ¢ npeaynpeauTenbHomn
YOOCTOBEPEHNS (Ha aHINMACKOM A3bIKE) MapKUpoBKOi ®
4. HanveHoBaHue pepxarens 2. MexxpgyHapoaHoe
perncTpaumoHHOro y40CToBEpEHNS U | HenaTeHTOBaHHOE HauMeHoBaHue
Npov3BOANTENS NEeKapCTBEHHOTO (nybnupyeTca Ha aHrnUickom
npenapara (Bbinyckaiolwuin KOHTponb | A3bIKE)
KavyecTsa) 3. NNorotun pepxarens
5. Appec (cTpaHa) aepxartens PEerncTpaumMoHHOro yA0CTOBEPEHUS
PEerncTpauUroHHOro yaoCToBEPEHUSA N (Ha aHrMAcKoM A3bike)
npousBoanTENs NEKapCTBEHHOTO 4. HaumeHoBsaHve pepxatens
npenaparta (BbINyCKaloLLUA KOHTPOsb perncTpaLmoHHOro yAoCToBepEeHNs
KauecTBa) 1 NPON3BOANTENSA NEKaPCTBEHHOrO
6. JlexapcTBerHan copma npenapata (BbinyCKaloLwuii
7. fosnposka KOHTpOflb KauecTBa)
8. KonvuecTBo nekapCTBeHHOro npenapata | 5. Agpec (cTpaHa) gepxarens
B YNakoBke perncTpaunoHHOro yocToBepeHmst
9. HaumeHoBaHue ¥ coaepxaHue Y NPOU3BOAUTENA NEeKapCTBEHHOro
OelcTByIoLero BelyecTea npenapara (BbinyCKaoLuiA
10. YkasaHme o cogeprkanunm naxrosbl KOHTPOJIb Ka4YecTBa)
BessofiHOM B kauecTBe BenomoratensHoro | 6. lNlekapcTBeHHas dopma
BellecTBa u ee konuyecTee B 1 Tabnetke 7. [oanpoeka
11. Ycnosus xpaHeHus 8. KonnyecTtBo nekapcrseHHoOro
12. MNyTb BBEACHNA npenapara B ynakoske
13. Ycnosusa otnycka [ 9. HaumeHoBaHme n cogepxaHue
14. MNpenynpeauternbHbie HagnNuew: AENCTBYIOLLEro BelecTsa
«MoapobHble ykaszaHWA 10 NPUMEHEHMIO 10. YkazaHve o coaepxaHum
npuseaeHsl B NINCTKE-BKINaAbILLE», nakrosbl 6e3BogHON B KavecTse
«XpaHUTb B HEAOCTYNHOM ANst AeTei BCMOMOTaTeNbHOro BELECTBa U ee
MecTe» konuuectee B 1 TabneTtke
15. Homep cepun 11. YcnoBus xpaHeHus
16. [lata npoussoacTea 12. MyTL BBEAEGHUS
17. ata uctedyeHunsi CpoK rogHoCTU (B 13. Ycnosus oTtnycka
copmarte: rogeH Jo...) o __
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18. WTpux-kog 14. NpenynpeanTenbHbIe HAAMUCH:
19. JonyckaeTcs HaHeCeHUe BHYTPEHHUX «NoppobHeie ykazaHus no
YMakoBOYHbBIX KOA0B fIpMMEHEHUIO NpuBEaeHbL! B NTUCTKE-
20. JononHuternsHO MoryT 6biTb HaHECEHb! | BKITaAbILey, «XpaHWUTb B
cpeacrtea naeHTudmKaumm ons HEAOCTYMHOM I AeTel Mecre»
MOHUTOPUHIa ABMKEHNA NEeKapCTBEHHbIX 15. Homep cepun
npenaparos OT NPOMU3BOAUTENS [0 16. Jara npoussogcTea
KoHeuHoro notpeburens (HaHeceHue 17. [lata ucteueHuss Cpok rogHoOCTU
BO3MOXHO C UCTIOSfIb30OBaHNEeM CTUkepa). (B chopmarte: rogen fo...)

18. Wrpux-kopg,

19. HaHeceHb! BHYTpeHHMe
YNaKkoBOUYHbIE KOADL.

20. JononHnTenbHO HaHeceHb!
cpefcTsa uaeHTuchukauum ans
MOHUTOPUHIa ABIDKEHUA
rieKapcTBeHHbIX NpenapaTos o1
Npou3BoOaUTENS 4O KOHEYHOTO
norpebutens (6e3 ucnonb3oBaHus
cTuKepa).

XpaHeHve

il Storage

B opuruHanbHol ynakoBke npu Temnepartype He Bbiwe 30°C.

Cpok rogHoCTH
(MepuoguuHoCTEL
12 | KoHTpOnSA) 3 ropa 29.02.2028
Shelf life

requency of control)

* - Tlokasatenb «MukpoGuonormyeckas YACTOTa» He ABASETCA PYTUHHBIM ME@TOAOM aHarmaa n MOXeT OTCYTCTBOBaThL B
nacnopTe KoMmnaHuu.

3. 3AKNIOMEHUE
CONCLUSION

TNekapcTeeHHebIN Npenapar Mansyc® Tabnetkm 50 mr Ne 28, Homep cepun PL20910325 cooTBETCTBYET
TpeboBaHusiM HopMaTuBHOM AokyMmeHTaLwy J1M-Ne(000761)-(PT-RU)-240424 Maneyc® Tabnetkn 50 mr Moaysib
Mapkuposka JI-Ne(000761)-(PI'-RU)-200723.

—

KoopguHaTop K3NKo- ; ( - ;
YTBEpAMN | i eckoil naﬁopa'rogl)m Crnyuanko O.C. oZ&’ AT .__ﬁ-jq e A
Approved by !
Version Description of change
(Bepcus) (Onucakue nameHeHwin)
1.0 Hosbliti nacnopt
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