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1. OBLLAA UHOOPMALIKA
GENERAL INFORMATION

HaumenoBaHue npogykumu;
Product Name

Fansyc MeT® TabneTkun, NOKpbITLIE NNEHOYHOW 0BOMOYKO,
50 mr + 1000 mr Ne30

lNpoBepeHo Ha cooTBETCTBME C!

Checked against

JN-Ne(001986)-(PI-RU)-200524 TanByc MeTt®, TabneTku MOKPLITbIE
nneHo4Hoi oBonoykoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneuvndrkaums kauecTsa Ha [ansyc MeT®, TaBneTKu NOKPbLITbIE MNEHOYHOM
o6Gonouykorn 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcusi: 17.0

BHyTpeHHWH kog Homep cepumn
HepacchacoBaHHOW npoaykuuun: | 42027187 HepacchacoBaHHOM npoaykuun PW6469
Product Code Bulk Batch Number Bulk
BHyTpeHHUI Ko ynakoBaHHOM Homep cepum ynakoBaHHOW
NnpoayKuun: 44068551 NpoayKuun: PX00821125
Product Code FDF Batch Number FDF
Hara npousBoacTea:
Manufactgrfng Date 12.11.2025
: Pasmep cepum 3a BbIveTOM
BPaafgzn;?ecepuu. 6 002 yn. npo6: : 5993 yn.
Batch size without samples
2. NMONYYEHHLIE PE3YMLTATbI
TEST RESULTS
Ne Mokazarens* Meton ucnbitanuii / Tpe6osaHue PesynbTtat
Parameters Analytical method / Requirement Result
BuayanbHbl i OeanbHble TabneTkn co
OganbHble TaBNeTKN CO CKOLIEHHBIMU CKOLUEHHBIMU  Kpaami, NOKpbITbIE
s KpasMu, NOKpbITbIe NNeHo4YHol 0BonoYKoin nneHovyHor  oBoONMOMKOM  TEeMHO-
1 Aopearance TEMHO-KENTOro ¢ CepoBaThIM OTTEHKOM XKENTOro € CcepoBaThbiM OTTEHKOM
upeTa. Ha ogHoit cTopoHe TabneTkn useTa. Ha ogHol cTopoHe TabneTku
mapkuposka «NVR», Ha apyroii ctopoHe — mapkuposka «NVR», Ha apyron
«FLO». cTopoHe — «FLO».
B3XKX
Bpems ypeprumeaHmsa 0CHOBHOro nuka Ha
WpeHTudmkaumn x
gD pomartorpamme ucnbiTyemoro pacteopa 1
fdé}:ﬁzgfﬁﬁﬁmﬂ AOIMKHO COOTBETCTBOBATL BPEMEHMN Cooraercrayer
YAePXK1BaHUA NUKa BUNGarnMnTuHa Ha
5 XpomarorpamMme CTaHAapTHOro pacTeopa.
B3IXX
Bpems yaepX1uBaHUa OCHOBHOrO NuKa Ha
- MetdhopmuHa XpomaTorpamme UCnbITyEMOro pacrsopa 3
rugpoxnopua OOMKHO COOTBETCTBOBATEL BPEMEHM Coorsercrayst
yAepXuBaHua nuka MmetchopmMmnHa Ha
XpoMarorpamMmMecTaHAapTHOro pacreopa.
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Ne Mokasarenn* Metog ucneitanuii / Tpe6osanue PesynkTar
4 Parameters Analytical method / Requirement Result
BOKX "
He meHee 80% (Q) ot 3asBneHHoro 2: % i;:ﬁ::::::og ggﬂﬁfﬁﬂm
Pa . copepxaHua sungarnuntuHa JYepes 30 e P yT.
3 ACTBOpeHue MURYT .
Dissolution He meHee 80% (Q) oT 3assneHHoro :ﬂg?_gO‘;::::::;:g;ﬁ;;ﬁ:;}::;::
coAepxaHusa meTdopmmHa ruapoxnopuga SO B
yepes 30 MuHYT. y
4 | Bopa Metoa K. duwepa 02%
Water He Gonee 1,0%. '
B3KX ;
202-01 (amup): He Bonee 0,5% ggg_g] ~ :g gg:zgﬁg:z
Mpumecu 209-01 (UMKNUYECKWI aMUANH): G701 —nedapi -
Related He Gonee 0,2% EnuHuHas !
ﬁzizns:ninccﬁ s iggg;e(g %Kg-égnmepaa“”)' HeM.ﬂEgTMCIJHLalOBaHHaﬂ NpUMECH
2y 5 — He oBbHapyxeHa;
BungarnuntuHa EanHWYHOR Hgmeur;czb;umpoaaﬂnou Cymma ggex npuMeceli — He
npumecu: He Bonee 0,2%
5 Cymma Bcex npumeceii: He Gonee 1,0% obHapymeHa
B3IXKX 1-LinaHoryaHuauH — menee 0,01%;
1-UmaHoryaHuguH: He Gonee 0,02% EnuHnunas
- NMpumecn EavHnuHoni He“(fIEHT“dJ“LI"PGBaHHOﬁ HENAEHTUMULMPOBaHHAs npuUMeCch
MeTdhopmmHa npumecu: He Gonee 0,1% . — He 0BHapyXeHa:;
ruapoxnopuaa Cymma Bcex npumeceit: He 6onee 0,6% glggga BCEX NPUMEcEein — MeHee
X i /o
366-98 — He Bonee 0,2% 366-98 — meHee 0,1%
OpgHopoaHocTh
O03UPOBaHHbIX BungarnuntuH — BaXKX ; _
B nTuH: AV =17
6 | eAvHuy MeTdomuHa rugpoxnopug - metog M";’_:‘&f;ﬂ% rmap oxn(1) oua:
Uniformity of Bapuauum macc AV =12 .
dosage AV =150 !
units
B3IXKX
Ot 95,0% po 105,0% sungarnunTMHa OT
KonuuyecTBeHHoe !
onpeaeneHne 3asBNEHHOTO CoAepXaHuns -
iﬂgf;y AT BuyTpeHHuii npegen Ha Boinyck (IRL): He
7 a MeHee 97,9% BUNgarnMnNTUHa oT
3asiBNEeHHOro cogepXaHus
BIKX
= Mediopisie Or 950% pgo 1050% meTchopmuma | 98,8%
ruaopoxnopua
rMAPOXNOpKUAa OT 3asBIIEHHOMO COAEPXKaHUA,
YnakoBka Mo 6 TabneTok B 6Gnuctep MA/ANTIBX 1 o & ralinetox & bricrep .
8 Packin, anoMUuHMeBoi onbri NA/ARTIBX v amoMutesoit
9 ' donbru. Mo 5 Gnuctepos BmecTe ¢
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Ne Mokazarens* MeToq ucnuiTaHui / TpQGDBaHue Peaynbrar

Parameters Analytical method / Requirement Result
10 5 GNNCTEPOB BMECTE C NACTKOM- NUCTKOM-BKNagbilleM B KAPTOHHYHO
BKNaAbILLEM B KAPTOHHYHO NAYKY. navky. MpucyTCTBYET KOHTPONb
[lonyckaeTca HanuuKue KOHTPONS Nepsoro NepPBOro BCKPbITUSA.
BCKPLITHS,
MNepBUYHAs BHYTPEHHAS YNakoBKa MNepBuUYHaA BHYTPEHHAA
Ha 6nucTepe ykasbisaeTcs: ynakoBKa
1. Toprosoe HavmeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTensHon Mapkupoekoi ® 1. ToproBoe HaumeHOBaHWe
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoi
HaunMmeHoBaHue (aybnupyerca Ha MapK1MpoBKon ®
aHrMUNCKOM f3blKke) 2. MexxayHapopHoe
3. lloroTun aepxartens perncTpaumuoHHoOro HenaTeHToBaHHoe HauMeHoBaHMe
YAOCTOBEpEeHUA (Ha aHrMUIACKOM A3blke) (oybnupyeTcsa Ha aHrNWIACKOM
4. llekapcTBeHHas dopma A3bIKE)
5. [loanposka 3. NoroTun pepxarens
6. Homep cepun perucTpaunoHHOro yaA0CTOBEPEHUA
7. [aTa ncteueHns cpoka rogHocTy (8 (Ha aHrnuicKkom A3blke)
copmare: rogeH go...) 4. IlekapcTBeHHas dopma
8. [lata npoussoacTea 5. [loanposka
9. [lonyckaeTca HaHeCEHWNE BHYTPEHHUX 6. Homep cepum
yrNakoBOYHbIX KOAOB KOMNaHuW. B cny4ae 7. [ata ncteYeHnss CpoKa TogHoCTH
npoussoAcTBa Ha nnowaake 000 (8 dopmare: rogeH go...)
«HoapTuc Heea» Ha 6nuctepe ykasbisalotr | 8. [latTa npon3BOACTBA He yka3aHa
TONBKO NepemMeHHble JaHHble 6e3 ykaszaHus 9.BHYTpeHHWe ynakoBoYHblE KOAbI
npeduKCoB HOMEPa Cepun K AaTbl KOMNaHWu GTCYTCTBYIOT.
9 Mapkupoeka OKOHYaHUSA CPOKa rogHOCTI. Ha 6rvcTepe ans Homepa cepun 1
Labelling [ata npou3BoACTBaA HE YKA3bIBAETCH. AaTbl OKOHYaHUA CPOKa rOAHOCTK

BropuuHas ynakoBKa (KapToOHHas na4ka)
Ha kapToHHOI nayke ykasbiBaeTcs:

1. Toproeoe HaumeHoBaHWe NpenapaTa ¢
npeaynpeanTensHOW Mapkupoekon ®

2. MexpayHapoaHoe HenaTeHToBaHHoe
HanmeHoBaHue (aybnupyeTcs Ha
aHrMUIACKOM A3bIKe)

3. lloroTun gepxartens perncTpaumoHHoro
yAoCTOBepeHUs (Ha aHrMUACKOM S3bIKE)

4. HanmeHoBaHue aepxarens
perncTpaymnoHHoro yAocToBeperns 1
nNpou3BoAWNTENs NEKaPCTBEHHOrO Npenapara
(BbINyCKAOLWUIA KOHTPONb KaJyecTea)

5. Agpec (cTpaHa) pepxatens
PerncTpaLmnoHHOro Y AOCTOBEPEHNUS U
NpoV3BOAWUTENS NEeKapCTBEHHOro nNpenapara
(BbINYyCKAIOLLMIA KOHTPOME KaYecTea)

6. NlekapcTeexHas cdopma

7. Josnpoeka

8. KonuyecTso nekapcTeeHHoro npenapara B
ynakoBke

yKasaHbel TONMBKO NepeMeHHble
JaHHble 6e3 ykasaHus npeduKkcos .
[Harta npousBoacTea He yKasaHa.
BropuyHas ynakoBka (KapToHHas
nayka)

Ha kapToHHOI nayke ykazaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoil
Mapkuposkon ®

2. MexayHapogHoe
HernaTeHToBaHHOEe HauMeHOBaHWe
(aybnupyercs Ha aHrnUAcKoM
A3bIKE)

3. NoroTun gepxarens
perncTpaLMoHHOro yA0CTOBEpeHUs
(Ha aHrnMICKoM A3bIKE)

4. HaumeHoBaHwe pepxarens
PerucTpaLyMoHHOro YA0CTOBEPEHUS
W NPON3BOANTENS NEKAPCTBEHHOIO
npenapara (BbinyckaroLumii
KOHTpOnb kayecTBa)
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9. HavmeHoBaHWA U COAepHaHns
OeACTBYIOLLUWX BELLECTB

10. YcnoBus xpaHeHus

11. NyTe BBEAECHMSA

12. Ycnosua otnycka

13. NpeaynpeautensHble Hagnucu: «Cnocob
NPUMEHEHUA: CM. NUCTOK-BKNAAbILLY,
«XpaHuTb B HEAOCTYNHOM ANA AeTei MecTe»
14. Homep cepum

15. lata npoussoacTea

16. lata ucreueHms cpok rogHocTn (B
¢opmaTe: rogeH go...)

17. Wrpux-kog

18. [lonyckaeTcsi HaHECEHWE BHYTPEHHUX
yNakoBOYHbIX KOAOB [lononHuTensHo MoryT
BbITb HaHeCeHb! CPEACTBa UAEHTUUKaLUn
ANA MOHUTOPWHIa ABWKEHWUA NEKAPCTBEHHbIX
npenaparos OT NpoWM3BoAWUTENS A0
KoHeyHoro notpebutens (HaHeceHue
BO3MOXHO C UCNONb30BaAHUEM CTUKEPa).

5. Appec (cTpaHa) aepxartens
PerncTpaumoHHOro yA0CTOBEPEHMS
¥ NPOU3BOAUTENSA NEKAPCTBEHHOMO
npenaparta (BbiNyCKaOWMIA
KOHTpONb KayecTBa)

6. llekapcTBeHHas dopma

7. [loaupoBka

8. KonnuyecTBo nekapcTeeHHoro
npenapaTta B ynakoske

8. HaumeHoBaHua U coaepKaHus
LefCTBYIOWNX BELLECTB

10. YcnoBus xpaHeHus

11. MNMyTb BBEAEHUA

12. Ycnosus otnycka

13. MpeaynpeaunTensHbie HAANUCK:
«Cnocob npuMeHeHNs: CM. NUCTOK-
BKNagbIy», «XpaHuTb B
HEeAOoCTYNHOM ANs AeTell MecTe»
14. Homep cepuu

15. Jarta npousBoacTea

16. [lata ucTeyeHns CpoK TOOHOCTH
(B chopmaTe: rogeH go...)

17. Wrpwnx-koa

18. HaHeceHbl BHYTpeHHNE
YNaKkoBOYHLIE KOAb!.
[JononHutensHo HaHeceHs!
cpeacTea MgeHTUKaumm ans
MOHUTOPWHIa ABUXEHWS
neKapcTBEHHbIX NpenapaTos oT
npou3BoAuTeNs 40 KOHEYHOro
noTpebutens (6e3 ucnonb3osaHus
CTUKEpPA).

10 XpaHeHue
Storage

Mpu Temnepatype He Bbiwe 30°C.

Cpok rogHoCTH
(MepuoguyHoCcTh
11 | koHTpOn=A)

Shelf life (Frequency
of control)

2 roaa

2 roga (31.10.2027)

* - MNokaszatens «MukpoGuonoruyeckas YUCTOTa» HE ABAAETCH PYTUHHLIM METOAOM AHANN3A U MOXET OTCYTCTBOBATL B

nacnopre KOMnaHuu,
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3. 3AKNIOYEHUE
CONCLUSION

NexapctBeHHbIi npenapar Mansyc MeT®, TabneTku NOKpbITLIE NAEHOYHOI 060M04koiA, 50 Mr + 1000 mr Ne30,
Homep cepun PX00821125 cootseTcTByeT TpeboBaHuUsAM HOPMATUBHOI AOKYMeHTauwn JIM-Ne(001986)-(PT-
RU)-200524 ansyc MeT®, TabneTku NoKpbITbIE NNEHOYHOM 060n04KoH 50 Mr + 500 mr, 50 + 850-wmr, 50 + 1005
mr Mogynb Mapkupogka J1M-Ne(001986)-(PIr-RU)-270723.

Crapwuin  cneuwanucT  no ,
B.O. P :
Yreepaun | .rooni0 kavectea Ansicees 273\ Ralte Li
Approved by :
e i
HonwkHocTs (Position) ®HO (Full name) Hara{Uate) FEHTEE pEARNGS (Signature)
Version Description of change C
(Bepcusa) (OnucaHve nameHeHnin)
1.0 HoBblit nacnopTt
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