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1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHue npoayxkuuu:

50 mr + 1000 mr Ne30

laneyc MeT® TabneTku, NOKPbITLIE NNEHOUYHOW 0GONOMKOIA,

Checked against

JIMN-Ne(001986)-(PMr-RU)-200524 Tansyc Met®, TabneTtku nokpbiTbie
. | nneHouHoit oBonoykoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayns
fpoBepeHO Ha COOTBETCTBME C: | \jany4popka 1T-Ne(001986)-(P-RU)-270723
Cneundukaums kavectea Ha Maneyc MeT®, TabneTkun NOKPbLITLIE NIIEHOYHOM
oBonoukoi 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, eepcus: 17.0

BHYTpeHHUHA kop, Homep cepumn
HepacchacoBaHHOW npoaykuuu: | 42027187 HepactacoBaHHOM npoaykuuu PX3265
Product Code Bulk ; Batch Number Bulk
BHyTpeHHMIA KOO yNakoBaHHOWM Homep cepun ynakoBaHHOM
NPoAyKUMM: 44068551 npoayKuuu: PX82031125
Product Code FDF Batch Number FDF
Ta NPOU3BOACTRA:
ﬂ:nufacfgrmg Datéq 28.11.2025
Paamep cepuu 3a BbIYETOM
Pasuep cepuu: 5933 yn. e b 5917 yn.
Batch size without samples
2. NONYYEHHbIE PE3YNbTATHI
TEST RESULTS
Ne Mokaszarens* MeTtopg ucnbitasui / TpeboBaHue Pesynetar
Parameters Analytical method / Requirement Result
BusyanbHeIn OsanbHble TabneTku co
OBanbHble TabNeTKU CO CKOLIEHHbIMW CKOLUEHHLIMU  KpasiMK, MOKPbIThIE
Onucanme KpasiMu, NOKpbITLIE NNEHOYHON 0BONOYKOIA nneHo4yHoli  o6OMOYKOIA  TEMHO-
1 Appsarance TEMHO-XXENTOrO C CEPOBATLIM OTTEHKOM XEnToro € CepoBaTbiM OTTEHKOM
useTa. Ha ogHoin ctopoHe Tabnetkm ueeTa. Ha oHoii cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi ctopoHe — mapkupoeka «NVR», Ha apyron
«FLO». cTopoHe — «FLO».
B3OXX
Bpems yaepxvBaHnsa OCHOBHOIO Nka Ha
E‘qeﬂt“q{"“a""” XpomarorpamMme meneiTyemoro pacteopa 1
entification CooteetcTBYyeT
- BUNArNATIVH HOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXKUBEHUA NWKa BUNAATMUNTUHA Ha
2 XpomaTorpamMmMe CTaHAapTHOrO pacTeopa.
B3MX
Bpewms yaepxuBaHua OCHOBHOMO Nuka Ha
- MeTdpopmuHa XpoMaTrorpamme UCnbITyemoro pacrtsopa 3
ruapoxnopug [JOJDKHO COOTBETCTBOBATL BPEMeHM e
yAepXKuBaHua niika MetTdopmMnHa Ha
XpoMaTtorpamMmmMmecTaHjapTHoro pacTeopa.
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Ne MNokasaTens* Metop ncnbitanuii / TpeGosaHne PezynbTar
i Parameters Analytical method / Requirement Result
B3XX i
He meHee 80% (Q) oT 3asBNeHHOro ;gg;‘;?gﬂﬁ?ﬂige::gg gg'q:mp:(ifm
B copepaHus BungarnuntuHa yepes 30 ¥
i 7 100% OT 3aABNEHHOro CoAepKaHns
Dissolution He meHee 80% (Q) oT 3asiBneHHOro o qgopmuﬂa ru.qpoxnopl'nq.q:'-lepes
cofepxaHusa MeTopMMHa ruapoxnopuaa 30 MuH
yepes3 30 MUHYT. T
Bo'qa MeTO,D, K. CDMUJBpa 0
4 Water He Gonee 1,0%. 2.8%
B3XX .
202-01 (amup): He Bonee 0,5% ggg:g] B :2 gg::pyig::f
Mpumecu 209-01 (UnMKknuYecKnii amuamH): Py f
& 207-01 — He obHapyxeHa,
Related He Gonee 0,2% EpusuHasn
substances- 2076:01 (mékngonmnepaam): HeUAEHTUNLMPOBAHHAS MPUMECH
Mpumecu el i " — He oBHapyxeHa;
BungarnunTtuHa EauHnyHo HgMAEHngJOZLMPOBaHHOM Cymma ;)gex n‘pnmeceﬁ ——
npumecu: He Gonee 0,
5 Cymma Bcex npumecetli; He Gonee 1,0% OSHERYmeHA
BOXX 1-LjnaroryaHuauH — meree 0,01%;
1-LinaHoryanuaun: He 6Gonee 0,02% EanHnYHas
- Npumecu EanHnqHoM He“§EHT“¢"H"POBaHH°ﬁ HENAEeHTUMDULMPOBaHHaA MNPUMECh
MeTdropmmma npumecu: He bonee 0,:! Yo . — He oBHapyxXeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cmgﬂa BCEX NpWUMEceil — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpgHopogHoOCThL
AO03UPOBaAHHBLIX BungarnuntiH — BOXX = . _
ungarnnnTue: AV = 2,2
g | eAvnmy MeTdhoMmmHa rMapoXnopua - METoA METchoMMHa TBPOXNOPHA;
Uniformity of Bapuaummn mace AV =1 1
dosage AV <150 3
units
B3OXX
0, 0,
RonmdecTanHioe SBTHB?'!%I-?Hfgréq EO 12 5>;<Oafmsun.uammn1'mna o
onpepeneHue aop 99.9%
Assay " .
BHyTpeHHuid npenen Ha Bbinyck (IRL): He
7 | - BunparnunTus MeHee 97,9%  BungarnMnTMHa  OT
3aABNEHHOro cogepXaHusa
B3OXX
- MeTdhopmuHa 4 o
ABPOXNOPUZ Or 950% po 105,0% wmercopmuHa | 99,2%

rnapoxnopuaa ot 3aaB/1EHHOrO CogepXaHus.
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Ne MNokazatenw* MeTop ucnbitanmii / TpeGosanue PesynbTart
Parameters Analytical method / Requirement Resuilt
Egp. ©., ®. CLUA, An. ®. unn
®EA3C 2.1.6.6,2.16.7
Mukpo6uonoruye | Kareropus 3A:
8 | ckas unctora O6Liee uncno aapobHbIX MUKPOOPraHUaMOos
Microbiological —He Gonee 10° KOE B 1 r; MeHee 50 KOEB 11;
purity Obwwee 4ncno ApoxokeBbIX U NNeCHeBbIX
rpubos — He Gonee 102 KOE B 1 r: Menee 10 KOEB 1T,
OrtcytcTeue Escherichia colis 1 r. OtcyrcTeue B 1.
N-
HutpozogumeTun
amuH rx
FP_6001792_019_R_01
9 | (NDMA) «LMF237 50 + 1000 mg Filmcoated Metee 10 Hr/rabneTka
N- tablet»
Nitrosodimethyla | He 6onee 48 wr/tabnetka
mine
(NDMA)
Mo 6 Tabnetok B 6nuctep MA/An/NBX n Mo 6 Tabnetok B Gnuctep
anoMUHWEBON OnNbIu. NA/ARINBX u anloMUH1esoii
10 Ynakoeka Mo 5 6nuctepoB BMecTe ¢ NUCTKOM- toneru. Mo 5 Gnuctepos BmecTe ¢
Packing BKNaJbileM B KAPTOHHYIO Nauky. TUCTKOM-BKNaAbILLEM B KapTOHHYIO
HonyckaeTtcs Hanuuve koHTponNs nepsoro nauky. MpucyTcTBYET KOHTPONL
BCKPbITHS. NepBoro BCKPLITHSA.
MNepeuyHan BHyTpeHHss ynakoBka MepsuyHan BHYyTpeHHsIA
Ha 6nuctepe ykasbiBaeTcs: yrnakoBka
1. Toprosoe HaumeHoBaHWe npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeanTenbHoi Mapkuposkoin ® 1. ToproBoe HauMeHoBaHUe
2. MexayHapogHoe HenaTeHToBaHHoe npenapara c npegynpeauTensHoi
HavmeHoBaHwe (gybnupyeTcs Ha MapKUpoBKoh ®
2HIMWIACKOM A3bliKe) 2. MexayHapogHoe
3. Norotun Aepxarena PerucTpaunoHHoro HenaTeHToBaHHOe HauMeHOBaHue
YAOCTOBEPEHUA (Ha aHrnuiAckom n3bike) (aybnupyeTcs Ha aHrnuickom
4. llekapcTBeHHas hopma A3blKe)
Mapkipoeka 5. [loavpoeka 3. Norotun aepxarens
11 Labelling 6. Homep cepun PErNcTpaUmMoHHOro yaoCcToBEpeHNs

7. [laTa ucteyenns cpoka rogHoCTY (B
thopmare: rogeH Ao...)

8. [lata npouzeogcTea

9. flonyckaetca HaHeceHWe BHYTPeHHMX
YNaKkoBO4HbIX KOAOB KOMNaHuW. B cnyuae
Npon3BoACTBa Ha nnowaake 000
«HoBapTuc Hesa» Ha 6nucrepe ykasbisarot
TONLKO NepeMeHHbie AaHHble 6e3 ykasaHua
npecrKcos HoMepa cepuu 1 Aatsl
OKOHYaHWsA Cpoka roAHOCTH.

flata nponsBoacTBa He ykasbiBaeTcs.

(Ha aHrnuiickom a3bike)

4. IlexapcteeHHas opma

5. fosvpoeka

6. Homep cepum

7. Jata ncreyeHus cpoka rogHocTu
(B dpopmarte: rogeH ao...)

8. [lata npousBoAcTBa He ykasaHa
9.BHYTpeHHu1e ynakoBouyHble kogsl
KOMNaHUW OTCYTCTBYHOT.

Ha Gnuctepe ans Homepa cepum u
AaTbl OKOHYaHWA CpOKa rogHOCTU
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BropuuHas ynakoBka (KapToHHas navka)
Ha kapToHHOI Nayke yKkasbiBaeTcs:

1. ToproBoe HaumeHoBaHWe npenaparta ¢
npeaynpeauTensHoM Mapkuposkoin ®

2. MexxayHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHue (aybnupyeTcs Ha
aHrMUACKOM A3bIKE)

3. JloroTun gepxartens perucTpaumoHHOro
yaocToBepeHus (Ha aHrMUACKOM A3bike)

4. HaumeHoBaHue aepxatens
perncTpaLuoHHOro yA0CTOBEPEHUA 1
npou3BoAUTENs NeKapCTBEHHOro npenapara
(BBINYCKAOLWWUIA KOHTPONb KayecTsa)

5. Agpec (cTpaHa) gepxaTens
perncTpaunoHHOro yA0CTOBEPEHUS 1
npou3BoAUTENA NEKapCTBEHHOro npenapara
(BBINYCKAOLWWIA KOHTPOMNb KayecTsa)

6. JlekapcTBeHHas popma

7. Dosnpoeka

8. KonuyecTBo nekapcTBeHHOro npenapara B
ynakoske

9. HaumeHoBaHua 1 cogepxaHus
[EeNCTBYIOLNX BELLECTB

10. Ycnoeus xpaHeHus

11. MyTe BBEAEHUA

12. YcnoBus oTnycka

13. MpepynpeautensHble Hagnucu: «Cnocod
MPUMEHEHUA: CM. NUCTOK-BKNAABILL,
«XpaHuTk B HEAOCTYNHOM ANA AeTel MecTe»
14. Homep cepun

15. ara npousBoacTea

16. [laTa ucreyeHns cpok rogHocTu (B
cthopmare: rogeH ao...)

17. WTpux-kog

18. [onyckaeTca HaHeceHWe BHYTPEHHNX
ynaKoBOYHLIX kOA0B [lononHUTENBHO MOTYT
BbITb HaHECeHbI cpeacTBa naeHTUdUKaLMK
ANs MOHUTOPUWHIA ABWKEHUS NEKapCTBEHHbIX
npenapaTos OT NPoW3BOAUTENs A0
KOHe4Horo noTpebuTtensa (HaHeceHne
BO3MOXHO C UCNONb30BAHUEM CTUKEPA).

YKa3aHbl TONbKO NepemMeHHbIe
AaHHble 6e3 ykasaHusa npecukcos .
[ara nponssoacTsa He yKasaHa.
BTopuuHas ynakoBKa (KapToHHas
nauka)

Ha kapToHHOI nayke ykasaHo:

1. ToproBoe HauMmeHoBaHWe
npenapara ¢ npeaynpeauTenbHoi
MapKnupoBKoi ®

2. MexgyHapoaHoe
HEMnaTeHTOBaHHOE HaMeHoBaHue
(Aybnupyetcs Ha aHrNUICKOM
A3blKe)

3. Norotun gepxarens
perucTpauMoHHOro YAoCTOBEPEHNS
(Ha aHrnuiickom A3blke)

4. HaumeHoBaHuWe aepxartens
perncTpaunoHHoro y40CTOBEPEHUA
¥ NPOV3BOAWNTENS NEKapCTBEHHOro
npenaparta (BbinycKaioLuii
KOHTpOnb Ka4yecTea)

5. Agpec (cTpaHa) aepxaTens
perncTpaLuoHHOro yAoCTOBEPEHNA
1 Npou3BOANTENSA NEeKapCTBEHHOTO
npenapara (BbinycKatoLuii
KOHTpONb KayecTsa)

6. llekapcTeeHHasn copma

7. Nosuposka

8. KonuyecTeo nexkapcTBEHHOIO
npenapara B ynakoBke

9. HanmeHoBaHus 1 coaepxaHus
AENCTBYIOLLMX BELLECTB

10. Ycnoeus xpaHeHus

11. MNyTb BBEACHMA

12. YcnoBus oTnycka

13. MpeaynpeguTenbHbie HaaANUCH:
«Cnoco® npMMeHeHUs: CM. NUCTOK-
BKNagpilw», «XpaHuTb B
HEeAOCTYMHOM AN AeTel MecTe»
14. Homep cepumn

156. [lata npousBoacTea

16. [lata ncre4veHnss Cpok roagHOCTH
(B chopmarte: rogeH 8o...)

17. WTpux-koa

18. HaHeceHb! BHYTpEeHHWE
yNaKkoBOYHLIE KOAb!.
JononHutensHo HaHeceHsbl
cpeAcTBa haeHTUdUKaLMK Ans
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MOHWTOPWHIra gBMxeHNA
nekapcTBeHHbIX NpenapaTos oT
NPOWU3BOAMUTENS A0 KOHEYHOrO
notpeburens (6e3 ncnonb3oBaHus
cTukepa).

12 XpaHeHue

Storage Mpu TemnepaType He Bbiwe 30°C.

Cpok rogHocTu
(MepuoguyHoCTL
13 | koHTpOns) 2ropa 2 roga (31.10.2027)

Shelf life (Frequency
of control)

* - MNokaszartens «MHKDOGHOJ’!OFW-IGCK&;I YWCTOTa» HEe ABNAETCA PYTUHHBIM METOAO0M aHanwuia W MOXET OTCYTCTBOBATL B
nacnopTe KoMnaHWK.

3. 3AKNMKYEHUE
CONCLUSION

IekapcTBeHHblii npenapat aneByc MeT®, TabneTku nokpbITbie NneHouHoi obonoykoit, 50 mr + 1000 mr Ne30,
Homep cepun PX82031125 cooTeeTcTByeT TpeboBaHNAM HOPMATUBHON JOKYMEHTaLA HI'L-NE(DB‘;QBS) -(PIlr-
RU)-200524 aneyc MeT®, TabneTki NokpbIThie nneHo4Hoi obonoykoi 50 mr + 590 mu'r 50 4-85er, ﬁO +1000"

mr Moayne Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723. ,{f
..._ .f \ = \'t /
CTapwwii  cneuvanucT — no  J(S] St cwman YN
Yreepaoun Anekceee b.0O. | ¥ H|.c po2o— |
Actionsin KOHTPOIO KayecTsa Novartis meva LLGE
HonyHocTs (Position) DHO (Full name) ‘-..‘;‘.’I.a:-‘n im-.;_- K , {(Signature)
LT 2 r- F ‘i J
Version Description of change t '
(Bepcus) (OnucaHue nameHeHwuin) j
1.0 HoebIti nacnopTt
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