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1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HaumMeHOBaHue NPOAYKLUK:
Product Name

laneyc® TabneTtiu 50 mr Ne 28

FipoBepeHo Ha COOTBETCTBUE C:

JIMN-Ne(000761)-(Pr-RU)-240424 Tansyc® 1abnetkn 50 mr Mogynb
Mapkuposka J1M-Ne(000761)-(PT-RU)-200723

Checked against Crieundukaums kavecrsa Ha Mansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0
BHyTpeHHU! Koa Homep cepuu "]
HepactpacoBaHHON npoaykuun: | 42027188 HepacdacosaHHOM npoaykumy PD8528
Product Code Bulk Batch Number Bulk
BHyTpeHHUM KOf ynakoBaHHOMN Homep cepum ynakoBaHHO#
nNpoAyKunK: 44068548 npoayKuMu: PG79651024
Product Code FDF Batch Number FDF
Ta NPOU3BOACTBA:
ﬂ:nufaczring Dat:1 30.10.2024
Pasmep cepuu 3a BbIYETOM
SraMap copa: 34783 yn npoG: PR 34770 yn
atch Size ; :
Batch size without samples
2. NONYYEHHbIE PE3YNbTATDI
TEST RESULTS
Ne MNokasarenn* Metop ucnbiranHuit / Tpe6osanne PesynbTar
' Parameters Analytical method / Requirement Result
BuayanbHbi benoro uBeta Kpyrnbie rragkue
o OT Genoro [0 CBETNO-KENTOr0 LBeTa | TAONETKM CO CKOLWEHHBIMWA Kpasmi,
1 FNGRHNG rnble rnagkue TabrneTky co cKoleHHbIMN | ¢ rpaBupoBkort «NVR» Ha ofHom
Appearance Kpy 4 % PepUp s
KpasiMu, ¢ rpaBupoBkoi «NVR» Ha ogHoi | cTopoHe u  «FB» Ha apyrow
CTOpOHe 1 «FBy» Ha Apyroi CTopoHe. CTOpPOHE.
B3»XX. Bpemsa yaepxueaHusi OCHOBHOIO
nMKa Ha XpoOMAaTorpaMMe  UCNbITYEMOro
pacrtsopa, NPUroTOBNEHHOIO ans
KOJIMYECTBEHHOIO orpeaeneHnsi, AOMKHO
COOTBETCTBOBaTb BpemMeHw ygpepxwvBaHus | CooTBeTCTBYET
UaeHTndmkauma nMka Ha Xxpomartorpamme CTaHAapTHOro
o | Identification pacteopa 1a. OtTnuune BO BpemeHax
yAepXuBaHUs [OMKHO COCTaBNATb He
- Bungarnuntuu Gonee £ 2,0%.
TCX. Ha xpomarorpamme WCNbITYeMoro
pactsopa OCHOBHOE MATHO MO NOJIOXEHWUIO,
oKkpacke n BENMUYUHE porpkHo | CooTseTcTBYET
COOTBETCTBOBATL MATHY HA XpomaTorpamme
CTaHQAPTHOrO pacTBoOpa.
B3»XX
3 | PacTBOpeHue He wmenee 80% (Q) sunmarnunTuHa OT | go0,
Dissolution HOMMHANbHOrO  coAepXaHWua  JOJDKHO
nepenTy B pacTeop yepes 30 MUHYT
Bona MeToa K. ®duiuepa, 5
4 Water He Gonee 29 % 22%
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Ne MNMokazarenn* MeToa ucnbitanui / TpeGosaHue Pesynkrar
i Parameters Analytical method / Requirement Result
B3XX 202-01 — He obHapyXeHo;
202-01 (amug): He Gonee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (UMKNNYECKUIA aMUANH): 207-01 — He oBHapyXeHo;
pumecu
o He Gonee 0,2% EgvHuyHas  HecneuuduLmpyemas
5 | Impurities 207-01( — 0.2% _ 6 i
T S—— avkeTonunepasvH): He 6onee 0,2% | npumech — He 0BHapyXeHo;
EauHuyHan Hecneumduumpyemasa npumecs
- He Bonee 0,2% Cymma Bcex npumecert - He
Cymma Bcex npumeceii - He 6onee 0,8% obHapyxeHo K
OpHopoaHOCTL
eanHuY
g | Ao3mpoBaHus PacuyeTHO-MaccoBhii AV=3.7
Uniformity of dosage | AV = 15,0 ¥
units
-BungarnuntuH
KonuuecteexnHoe BIX
7 | onpenenekiue OT 95,0% ao 105,0% sunaarnuntuHa ot 99,8%
Assay ! ! ’
- BUnJarnMnTYH HOMUWHaNBLHOIo coaepxaHmns |8 -
Mo 14 Tabnetok B Gnuctep MNA/ANINBX u Mo 14 tabnetok B Gniuctep
anioMuHneBon onbru. MA/ATITIBX u antoMnHUeBoM
y Mo 2 nnu 4 Gnuctepa smecTe ¢ NUCTKOM- donbru.
nakoBkKa
8 Packing BKMagbILLEeM B KAPTOHHYIO Mauky. Mo 2 6nucrepa sBmecTe C NMCTKOM-
LoryckaeTca Hanmune KOHTPOns BKNaAbILLEM B KAPTOHHON radke.
NepBUYHOTO BCKPLITUA Ha KapTOHHOW KoHTpOnb NepBMYHOro BCKPLITUS
nayke. Ha KAPTOHHOM Mayke Npucy TCTBYET.
lNepBuYHan BHYTPEHHARA yNaKkoBKa MNepBuyHas BHYTPEHHSNS
Ha 6nucrepe ykasbiBaeTca: ynaxkoBKa
1. Toprosoe HaumeHoBaHue npenapara ¢ Ha Gnuctepe ykasaHo:
npeaynpeauTensHoi Mapkuposkoin ® 1. Toprosoe HaumeHoBaHue
2. MexgyHapoaHoe HenateHToBaHHoe npenapaTa ¢ npeaynpeanTenbHon
HaumeHoBaHue (aybnupyetcs Ha MapkupoBkor ®
aHTFIMIACKOM A3LIKE) 2. MexayHapopgHoe
3. NloroTun gepxaTtens perucTpaLyoHHOro | HenaTeHToBaHHOoe HaumeHoBaHue
yOO0CTOBEpEHUst (Ha aHITINACKOM 5i3bike) (aybnmpyeTcsa Ha aHrnuitcKom
4. JlekapcrTseHHana popma A3blKe)
9 MapxupoBka 5. Bosuposka 3. Jlorotun pepxarens
Labelling 6. Homep cepuun perucrpaunoHHOro yaocToBepeHus
7. [laTa ncreveHns cpoka rogHocTu (8 (Ha aHrMUNCKOM A3biKe)
dopmarTe: rofeH no...) 4. JlekapcTeeHHas dopma
8. [ara npoussoacTea 5. losuposka
9. [lonyckaeTcs HaHeceHne BHYTPEHHWUX 6. Homep cepuun
YMaKoBOUHbIX KOAOB KOMRaHuu. B cnyvae 7. [ata ncreveHuns cpoka roaHoCTy
npoussoacTea Ha nnowaake 000 (8 hopmarte: roaeH [o...)
«Hoeaptuc Hesa» Ha 6nuctepe ykassigaoT | 8. [laTa npousBoACTBa He yKasaHa
TONbKO NEepemMeHHble faHHble 6e3 ykasanua | 9.BHyTpeHHUe ynakoBOYHbIE KO4bl
npedukcos HoMepa cepun 1 aarhb! KOMMaHuy OTCYTCTBYIOT.
OKOHYAHWsi CPOKa FOAHOCTH.
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Ne Mokazatenb* MeTtopn ucnsitanuii / TpeboBaHue Pesynbrar

i Parameters Analytical method / Requirement Result

[ara npousBoacTBa He ykasbiBaeTCs. Ha 6nuctepe Ana Homepa cepum U
BropuuHas yriakoBka (kapTOHHasi Nayka) | AaTbl OKOHYaHWA CpOKa rOQHOCTH
Ha KapToHHO NayKe yKasbiBaeTcA: yKa3aHbl TONbKO NepeMeHHbIe
1. Toprosoe HaumeHoBakHWe npenapata c AanHbie 6e3 ykasaHus npedrKcos.
npegynpeanTenbHON MapkupoBkoi ® [ata npon3BoACTBa He yKasaHa.
2. MexayHapoHoe HenaTeHToOBaHHOE BropuyHasi ynakoBKa (kapToHHas
HauMeHoBaHue (aybnupyeTcs Ha navka)
AHIMUACKOM A3bIKE) Ha KapToHHOM nayke ykasaHo:
3. Norotun gepxartens perucrpauvorHoro | 1. ToproBoe HaumeHoBaHWe
yAOCTOBEPEHUA (HA aHMMMIACKOM A3bIKE) npenaparta c npeaynpeauTensHo
4. HaumeHoBaHue aepxarens MapKUpoBkoi# ®
pPerncTpaLmoHHoOroc yA0CTOBEPEHNS 1 2. MexayHapogHoe
NPOu3BOAUTESS NEKaPCTBEHHOMO HenaTeHToBaHHOe HaMeHoBaHne
npenapara (BbinyCcKatoLLniA KOHTPONb (ay6brivpyeTcs Ha aHrnuncKom
KayecTsa) A3bIKe)
5. Appec (cTpaHa) nepxaTens 3. Jlorotun pepxarens
perncTpaunoHHOro y0CToBepeHns n PErncTpaLoOHHOro yA0CTOBEPEHUA
npousBoANTENS S1eKapCTBEHHOro (Ha aHrAWICKOM A3bIKE)
npenapara (BbinycKaloLwun KOHTPONb 4. HanmeHoBaHme aepxarens
KayecTsa) perncTpauUroHHOro yA0CToBEPEeHNs
6. NlekapcTBeHHasn cdopma ¥ NpoM3BOAUTENS NeKapCTBEHHOro
7. fosuposka npenapara (BbirycKatooLuia
8. KonunyecTBo nekapcTBEHHOro nperiapara | KOHTPOSb KavyecTsa)
B yNaKkoBke 5. Agpec (cTpaHa) gepxarens
9. HaumeHoBaHue n cogepxarHune PErucTPaLMOHHOIO yAOCTOBEPEHUA
AeicTayiolero BewecTsa 1 NPOM3BOANTENS rleKapCTBEHHOTo
10. YkasaHue o cogep aHum nakTossl npenapata (BbinyCKatoLniA
Ge3BOHOM B KAYECTBE BCMOMOraTenbHoOro | KOHTPOrb KayecTsa)
BellecTsa u ee konvyecTtee 8 1 TabneTtke 6. JlekapcTtBeHHas copma
11. Ycnoeunsg xpaHeHus 7. Doauposka
12. MNyTb BBEASHUA 8. KonnuecTeo nekapcTBeHHOro
13. Ycnosus oTnycka npenaparta B ynakoske
14. MNpeaynpeanTenbHbie HaaNMcK: 9. HaumeHoBaHue u coaepxaHue
«MoapoBHble ykazaHus No NPUMEHEHUIO [ENCTBYIOLLIETO BELLECTBA
npuBeAEeHb! B fINCTKe-BKNagbILLey, 10. Ykasanue o coaepxaHum
«XpaHnTb B HEAOCTYNHOM ANA AeTen nakrosbl 6e3B0AHON B KAYECTBE
MecTe» BCNIOMOraTenbHoro BeLecTsa u ee
15. Homep cepun konuuectee B 1 Tabnerke
16. daTa npoussoacTsa 11. Ycnosus xpaHeHus
17. [ata ncreveHus cpok rogHocTy (B 12. MyTb BBEAEHUA
¢topmare: roaeH jpo...) 13. Ycnosus oTnycka
18. WTpux-kon 14. MNMpepynpeguTenbHble HAAMCH:
19. JonyckaeTcs HaHeceHne BHYTPEeHHUX «MoapobHbie ykasaHus no
YMaKoBOYHbIX KOO0B NpUMEHEHMIO NPUBEAEHBI B FIACTKE-
20. JononHUTenbHO MOTYT ObiTh HaHeCeHb! | BKaAbiey, «<XpaHuTb B
cpencTsa ngeHTuduKaLm gns HeAOCTYNHOM A1 AeTen MecTe»
MOHUTOPWHIA ABWKEHWNS NEKaPCTBEHHBIX 15. Homep cepum
npenaparoB OT NpPou3BoAUTENS A0 16. Jara npou3BoacCTBa
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KOHEeYHOro rotpeburens (HaHeceHue 17. [lata ncreueHus cpok roaHoCTH
BO3MOXHO C UCMOIb30BAHUEM CTUKEPA). (B dhopmarTe: rogeH Jo...)
18. Wrpux-kog
19. HaHneceHb! BHyTpeHHNE
ynakoBOYHbIE KOAbI.
20. JoronHuternbHO HaHeCeHb!
cpefcTBa naeHTMdUKaumum ans
MOHWUTOPWHIa ABWKEHUA
NEeKapCTBEHHBIX NpenapaTos OT
NPOU3BOAUTENS 40 KOHEYHOTO
notpeburens (6e3 ucnonbL3oBaHus
CTUKEpPA).
10 );g) ar:;;ue B opuriHanbHol ynakoeke npv Temnepartype He biie 30°C.
Cpok rogHocTu
(MNepuoauuHoCTb
11 | KOHTpONS) 3 ropa 30.09.2027
Shelf life
requency of control)

* - MNokasaTtenb «Mukpobuonormyeckas YucToTa» He SBNAEeTCA PYTUHHLIM METOAOM aHanusa u MOXET OTCYTCTBOBaTL B
nacnopTe KoMnaHuu,

3. 3AKJIOYEHUE
CONCLUSION

JlekapcTBeHHbI npenapat Iansyc® Tabnetku 50 mr Ne 28, Homep cepun PG79651024-co0TBETCTBYET
TpeGoBaHVAM HOpMaTMBHO fokymeHTaLmm JTT-Ne(000761)-(PT-RU)-240424 Fanayc® Tabnerku 50 mr Moayns

Mapkuposka J1-Ne(000761)-(PT-RU)-200723.
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