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1. OBIAA NHO®OPMALINA
GENERAL INFORMATION

Quality Control
o0

4-310-0425

' 'Bepcvm:1 .0

Version

HaumeHoBaHMne npoayKuun:
Product Name

lansyc MeT® TaGneTku, NoKpbIThie NeHOYHoH 06onoUKoNn,

50 mr + 1000 mr Ne30

Checked against

MpoBepeHO Ha COOTBETCTBUE C:

TIN-Ne(001986)-(PT-RU)-200524 Taneyc MeT®,

TabneTkyn nOKpbIThHIE

nneHouHow oBornoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneumdukaums kauecTsa Ha [ansyc MeT®, TabneTky MOKpbITHIE NNIEHOUHOM
o6onoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHUA KOR Homep cepun
HepacdacoBaHHON npoayKkuuu: | 42027187 HepacdacosaHHo# npoaykumuy PM4734
Product Code Bulk Batch Number Bulk
BHYTpPeHHUM KOA, yNIakoBaHHOM Homep cepum ynakoBaHHOM
NpoAyKuMM: 44068551 NPOLYKLMK: PN07940425
Product Code FDF Batch Number FDF
Data npousBoacTsa: 19.04.2025
Manufacturing Date
Paamep cepum 3a BbI4€TOM
gaamep copnw: 5985 yn. npoo: S 5976 yn.
atch Size g !
Batch size without samples
2. NMONYYEHHbIE PE3YNbTATbI
TEST RESULTS
Ne Nokasarens* MeTton ucnuitaui / Tpebosanne PeaynbTar
I; Parameters Analytical method / Requirement Result
BusyaneHblia OanbHble TabneTku co
OganbHble TabneTky co CKOLUEHHbIMM CKOLUEHHBIMWA  KpasiMu, MOKpPbiTbie
Onucanme KpasiMu, MOKPbITbIE MNEHOYHON 0600UKOoN nneHoyHo oBONOYMKOW  TEMHO-
1 Appearance TEMHO-XEITOro ¢ CepoBaTbiM QTTEHKOM XENTOTo C CepoBaThiM OTTEHKOM
ypeta. Ha ogHoli ctopoHe TabneTtku useTa. Ha ogHoli cTopoHe TabneTku
mapkupoeka «NVR», Ha gpyroii cTopoHe — mapkupoBka «NVR», Ha Aapyron
«FLO». CTOpoHe — «FLO»,
B3XX
Bpems yaepxuBaHust OCHOBHOTO Nika Ha
Z'qe‘:’;;;izg;ig:au"" XpoMaTorpaMme UCnbiTyeMoro pacteopa 1 CooTeTcTBYET
O ———— OOMKHO COOTBETCTBOBATL BPEMEHU
yOEPXKUBaHUA NUKa BUNAArMANTUHE Ha
2 XpomaTtorpamMmme CTaHAapTHOro pacTeopa.
B3»KX
Bpems yaepxusaHusi OCHOBHOTO NUKa Ha
- MeTtdopmuHa XpomartorpaMme MCrbITyeMoro pactsopa 3 CooTseTcTByeT
ruapoxnopuna OOMKHO COOTBETCTBOBATL BPEMEHN
yAEpXKMBaHUA Nika MeThopMUHa Ha
XpomarorpamMmmecTaHgapTHOro pacrasopa.
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KoHTponb KayecTtsa
Quality Control
Homep nacnopra: 240 Bepcus:1.0
Cagpstoruily D s e
Ne MNokazarens* Mertoa ucnbitadni / Tpebosaxune Peaynbrar
" Parameters Analyticg_l method / Requirement Result
BIXKX o
He meHee 80% (Q) oT 3aABNEHHOrO gaj:" :;;:::::3:02 ggpﬁﬁriﬂwﬂ
| conepxanus BungarnunTuHa Yepes 30 = P yT.
3 | PactBopeHue MUHYT .
Dissolution He meHee 80% (Q) OT 3asiBTIEHHOM0 | 100% ot 3asBneHHOro coaepXxaHus
coaepXaxus MeTchopmMmuHa rmapoxnopuaa “3"8 Lc*;‘?_lp'r””a FMAPOXTIOPUAA Hepes
yepes 30 MUHYT. Y
Bopa MeTop K. duwuepa | A a0
& Water He Gonee 1,0%. 5%
BOKX ' s
| 202-01 (amung): He Gonee 0,5% ggg:gl :x::%?_lgj)ﬁé wa:
Mpumecn 209-01 (UMKNN4ECKA aMUAKH): | 20701 & Py J
Related He 6onee 0,2% e hail HEIOORARYMEHS;
¥ ’ . AUHUYHASA
?I%b:ntaaen::s- 52762; e(g,v(l)mzal'/?nmnepasm). HeWeHTUdVULNPOBAHHaA NPUMECh
. B — meHee 0,1%;
EAMHNYMHO?N HenaeHTUULIMPOBaHHOM . y
BunparnuntuHa I']p'qI/IM i 60ﬁ ol o,g)%u P Cyn:ma BCEX npumeceil — MeHee
5 | Cymma Bcex npumeceii: He Gonee 1,0% ore
BOXX \ 1-Luatoryanuam — 0,01%;
1-LinaHoryaHuanH: He Bonee 0,02% _ | EnuHnanas
- Npumecy EnvHuuHow HeMAEHTUULNPOBAHHOW | HenaeHTMVUMPOBAHHAS NPUMECH |
MeTdpopmuHa npumecu: He 6onee 0, ]% . — He oBHapyxXeHa; [
ruapoxsiopuaa | CyMMa BCEX nMpumecen: He Bonee O,GA) Cmea BCEeX anMeceﬁ — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OaHoOpPOAHOCTL
L03MpPOBaHHbIX BungarnmntuH — BA>KX . -
6 eauHUL MetdomuHa ruapoxnopug, - MeTon Eﬂg‘i";x:ﬂ?‘; A\éxn;'gm .
Uniformity of Bapuaumm macc AV =10 ap pna:
dosage AV <150 ’
units
BOXX
Ot 95,0% po 105,0% sungamuvnivHa oT
52":;::1::‘:"“ 3aABNEHHONO CoAepPXKaHnA
Asga 99.2%
i vay CI—— BHyTpeHHMit npepen Ha Bbinyck (IRL): He
7 A meHee  97,9% BunparnurTuHa  oT
3asiBNERHOrO CoaepXaHus
B3XX
Metgopuita | or g5.0% go  105,0% merchopmuna | 98,8%
Ap pvA FMAPOXMOPUAA OT 3asBIEHHOrO COREPXKaRUs.
8 YnakoBKa | Mo 6 TabneTok B 6nnctep MA/AR/MBX 1 Hxli;?ggiTzkazgammifepaoﬁ
Packing anioMuKieBsoi dorsru. ¢donbrn. Mo 5 Gnuctepos BMECTE C
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Homep nacnopra:

Quality Control
|

Certificate number
Ne Mokasarenn*
2 Parameters

MeTtop ucnbiTaHuii / TpeGoBanue
Analytical method / Requirement

i 4-310-0425

- Bepcv]s:1 .0

| Versior_t

Pesynbtar
Result

Mo 5 6nncrepos BMeCTE C JIMCTKOM-
BKMNagpilieM B KAPTOHHYIO Nauky.
DonyckaeTrca Hanuyne KOHTPONA nepsoro

| BCKpBITUS.

NINCTKOM-BKNAABILLEM B KaPTOHHYIO
nauky. MpucyTCTBYET KOHTPOMb
NepBOro BCKPLITUA.

9 MapkupoBka
Labelling

| TlepBUYHas BHYTPEHHSS yNaKoBKa

Ha 6nucrepe ykasbiBaeTcs:

1. Toproeoe HanmeHoBaHue npenapara ¢
npeaynpeanTenbHON Mapkupoekon ®

2. MexayHapogHoe HenaTeHTOBaHHOe
HaumeHoBaHVe (AybnupyeTca Ha
AHIMUACKOM SA3bIKE)

| 3. MNloroTun aepxaTens perncTpaLUmoHHOro

YAOCTOBEPEHUs (Ha aHrNMIACKOM A3bIKe)
4, IlekapcteeHHas opma

5. Dosuposka

6. Homep cepuu

7. [lata ucteuyeHuns cpoka roaHocTH (B
chopmare: rogeH fo...)

8. lata nponssoacTea

9. [lonyckaeTcsl HaHeCeHNe BHYTPEHHNX

| YNakoBO4YHbIX KOAOB KOMNaHun. B cniyuae

fIpON3BOACTBA Ha nnowaake OO0
«Hosaptuc Hesa» Ha Briuctepe ykassiBaloT
TOSIbKO NepemMeHHbIe AaHHble 6e3 ykasaHus
npedrKCoB HOMepa cepun 1 aathbl
OKOHYAHUA CPOKa rofHOCTU.

[aTa nponsBoACcTBa He yKka3blBaeTCs.
BropvuHaa ynakoBKka (kapTOHHas nayka)
Ha KapToHHOW nayke ykasblBaeTcA:

1. Toproeoe HaumeHoBaHWe npenapara ¢
npegynpeanTensHON Mapkuposkoi ®

2. MexayHapoHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTcs Ha
aHIMUACKOM SA3LIKE)

3. NloroTun gepxatens perncTpaumoHHoro
yOOCTOBEPEHUS (Ha aHFNNIACKOM 5i3biKe)

4. HanmeHoBaHWe aepxarens
PErnCTPaLMOHHOIO YAOCTOBEPEHNA Y
NpPoWu3BOONTENS NEKaPCTBEHHOrO Nnpenapara
(BbiNyCKaIOLLMIA KOHTPOSb KaYecTBa)

5. Agpec (cTpaHa) gepxaTens
perncTpaLoHHoOro yAOCTOBEPEHNA 1
NpoN3BOAUTENS NIEKapCTBEHHOMO Npenapara
(BbINyCKAOWMIA KOHTPOMb Ka4YecTsa)

6. NekapcTBeHHas hopma

7. Joanposka

8. KonuuecTso nekapcTBEHHOTO npenapara B
ynakoBke

| Ha 6nucTepe ykasaHo:

| perncTpauroHHoOro yaocToBepeHna

nepBMqHéﬂ BHYTPEHHSA
ynakoBxa

1. Toprosoe HaumeHoBaHve
npenapara ¢ npeaynpeauTenbHOl
MapkmpoBkon ®

2. MexgyHapoaHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(BybnvpyeTca Ha aHrMUACKOM
A3bIKe)

3. NoroTun aAepxarens

(Ha aHrMKIACKOM A3bIKe)

4. NexapcTaeHHan dopma

5. [losauposka

6. Homep cepun

7. OaTa ncredeHuns cpoka rogHoCTw
(B chopmarTe; rogeH ao...)

8. [laTa npon3soACTBa HE yKa3aHa
9.BHyTpeHHWe ynakosouHble koAbl
KOMMNaHu OTCYTCTBYIOT.

Ha 6nucTepe Ans HoMepa cepun n
ATkl OKOHUYaHNA cpoka roAHOCTU
yKasaHbl TONbKO NepeMeHHble
DaHHble 6e3 ykasaHus npedukcos .
[ara npoussoacTea He ykasaHa.
BTopuuHast ynakoBka (KapToHHasi
navka)

Ha kapToHHOK Nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpenMTensHon
Mapxuposkoi ®

2. MexayHapogHoe
HenateHTOBaHHOE HauMeHoBaHue
(8y6nupyeTca Ha aHrMMACKOM
A3bIKE)

3. Jlorotun gepxarens
PerncTpaLmoHHOro Y40CTOBEPEHWUA
(Ha aHrMMIACKOM A3biKe)

4. HanmeroBaHwne pepxaTens
perncTpaLMoHHOTO YAOCTOBEpPEHUS |
1 NPOU3BOAUTENS NEKAPCTBEHHOrO
npenapara (BbinycKaoLwuii
KOHTPOIb Ka4yecTsa)
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KoHTporb kayectsa

Quah‘ry_ Control

Homep nacnopra: ' Bepeuns:1.0

Certiﬁcaﬁe numberp | 4-310-0425 Verrs)ion

Ne MokaszaTenn* MeTtog ucneiTanunii / TpeGoBaHue [ PesynbTtar

= Parameters Analytical method / Requirement l Result
9. HanmeHoBaHus u cogepxaHus | 5. Agpec (cTpaHa) gepxarens
OeACTBYIOWMX BELLEeCTB | perncTpaunoHHOro yAOCTOBEPEHUA
10. Ycnosua XxpaHeHus | 1 NPOU3BOAUTENS JIEKaPCTBEHHOMO
11. MyTb BBEAEHUSA npenapata (BbINyCKaOLWWA
12. Ycnosus oTnycka KOHTPOIb KayecTBa)
13. NpepynpeguTensHbie Hagnucu: «Cnocob | 6. JlekapcTseHHas dopma
NPUMEHEHNSA, CM. NTUCTOK-BKNAABILL», 7. Bosuposka
«XpaHWUTb B HEAOCTYNHOM ANS feTel mecte» | 8. KonMuecTso nexapcrseHHoro
| 14. Homep cepumn npenapara B ynakoBke

15. [lata nponsBoAcTsa 9. HaumeHoBaHus 1 coaepxaHns
16. [lata NCTeUeHUs CPOK roaHOCTH (B AEeNCTBYIOLUX BELECTB
thopmarte: rogeH go...) 10. Ycnosus xpaHeHus
17. Lrpux-kon 11. NyTb BBEACHUS
18. [lonyckaeTcst HaHeceHne BHYTPEHHNX 12. Ycnosus oTrnycka

YNakKoBOYHbIX KOAOB [lONOMHUTENLHO MOTyT 13. MNpepynpepnTenksHsie HAOMACK:
BbiTb HaHeCceHbi CpeacTBa uaeHTUUKaLn «Cnocob npuMeHeHUs: CM. NUCTOK-
ANA MOHUTOPUHIA ABWKEHUSA NEKapCTBEHHbIX | BKNAAbILLY», «XpaHuTb B

npenaparos OT NPON3BOAUTENSA [0 HEAOCTYNMHOM ANS AeTelk MecTe»
KOHeUHoro notpeburens (HaHeceHne 14. Homep cepumn
BO3MOXHO C UCNOMb30BaHUEM CTUKEPA). 15. [laTa npouseoacTea

16. [lata ncTeueHus cpok rogHocTn
(e chopmare: rogeH Ao...)

17. Lrpunx-kog

| 18. HaHeceHbl BHYTpeHHue
YNaKOBOYHBIE KOAbI.
LononHuTensHO HaHeceHb!
cpeacTBa uaeHTudmKaumm ans
MOHUTOPWHIa ABWKEHWUA
NeKapCTBEHHbLIX NpenapaTos OT
Npou3BOAVTENS A0 KOHEYHOrO
notpebutensa (6es Ucnonb3oBaHus
CTrKepa).

10 XpaHeHue

Storage !"Ipvn TemnepaTypem He Bbiwe 30°C.

CpoK rogHocTHn
{Mepuogn4HoOCTb
11 | KoHTponA) 2 roga 2 roga (31.03.2027)
Shelf life (Frequency
of control)

* - MNokasarens ((MMKpOﬁVIOJ'IOFW-IeCKaH YUCTOTa» He ABNASTCA PYTUHHLIM METOAOM aHanusa n MoOXeT OTCYTCTBOBaTL B
nacnopTe KoMnaHuu.
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AHanuTrnyeckuit NacnopT Ha roTOBYIO MPOAYKLNIO
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KoHTpornb kavecTBa

Quality Control
Howmep nacnopra: _210. Bepcenn:1.0
Cetrtificate number ~ 4-310-0425 Version
3. 3AKMOYEHUE
CONCLUSION

NekapcTeeHHbI npenapaT Fansyc MeT®, TabneTku nokpbiThbie rneHouHork obonoyukor, 50 mr + 1000 mr Ne30, {1
Homep cepun PN07940425 cooTeeTcTBYeT TpeGOBaHUAM HOPMATUBHOM AOKyMeHTauuu JIN-Ne(001986)-(PI- 7/
RU)-200524 "ansyc MeTt®, TabneTku nokpbiThie nneHouHon oGonoykoit 50 mr + 500 mr, 50 + 850 mr, 50 + 16

mr Mogyne Mapkuposka J1-Ne(001986)-(PI-RU)-270723. /

Crapwwin  cneumanuct  no i | )
Yreepavn KOHTPOMIO KaYecTBa Anekcees B.0O. 70 .05 2023
Approved by
.Irlr
|
Version Description of change l.
(Bepcus) (Onucanue UaMeHeHui) \: - J
1.0 Hosbili nacnopt
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