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1. OBLWAA MHPOPMALIUA
GENERAL INFORMATION

HaumeHnoBaHue nNpoayKuun:
Product Name

Maneyc MeT® TabneTku, NokpbITbIe NNEHOYHON 06ONOYKON,

50 mr + 1000 mr Ne30

MpoBepeHo Ha cooTBRETCTBUE C:

Checked against

NIN-Ne(001986)-(Pr-RU)-200524 T[ansyc Met®, TabneTk nOKpbITbIE
nneHouHolt obonoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynk
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723
Creuuncpukaumn kavecTBa Ha Mansyc Met®, TabneTku NOKPLITBIE NNEHOYHOM
obornoukov 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHui kopg, Homep cepun
HepaccacoBaHHOM nNpogykuuu: | 42027187 HepacdacoBaHHOM npoayKuun PS4576
Product Code Bulk Batch Number Bulk
BHyTpeHHWIA KO4 YyNakoBaHHOW Homep cepum ynakosaHHOW
npoAyKuum: 44068551 npoAayKuum: PS61370725
Product Code FDF Batch Number FDF
Ta NPOU3BOACTEA:
ﬂgnufacfgdng Dat:l 30.07.2025
. Pazmep cepum 3a BhIYETOM
g;:;";fec"’p““' 5 977 yn. npo6: 5968 yn.
Balch size without samples
2. NMONYYEHHLIE PE3Y/bTAThI
TEST RESULTS
Ne MNMokazaTenk* MeTtopg ucniitauuin / TpeGoeaHue Pesynktar
Parameters Analytical method / Requirement Result
BuayanbHslin OeanbHble TabneTku co
OeanbHble TAaBNETKU CO CKOLLIEHHBLIMIA CKOLUEHHbIMW  KpasMu, MNOKPLIThIE
o KpasmMK, NOKpbITblE NAEHOYHOW 060104KOIA nneHo4yHo  oBornoukoil  TemMHo-
1 A "':;?:n':g TEMHO-XEeTOro C CEPOBaThLIM OTTEHKOM KEnToro ¢ CcepoBaTbiM OTTEHKOM
PP useta. Ha ogHoli cTopore TabneTku uBeTa. Ha oaHol cTopoHe TabneTkn
mapkupoeka «NVR», Ha apyroii cTopoHe — mapkuposka «NVR», Ha apyroii
«FLO». CTopoHe — «FLO»,
B3XX
Bpems yaepXvBaHna 0CHOBHOrO NuKa Ha
gﬂﬁ;;g?&g:auuﬂ XpomaTorpamme WCrbITyeMoro pacrsopa 1 Cooreercrayer
- Bu OOJKHO COOTBETCTBOBATL BPEMEHU
nparnunTUH
yAepKuBaHma nNuka BUNAarnunTuHa Ha
5 Xpomartorpamme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepxuBaHus 0CHOBHOrO NKa Ha
- MeTchopmuHa Xpomarorpamme UCMeLITyeMoro pacteopa 3
ruapoxnopva HAOIMKHO COOTBETCTBOBATL BPEMeHU Coorercrayer
yaepxusaHna nuka MetchopMmnHa Ha
XpoMaTorpaMmmecTaHgapTHoOro pacTeopa.
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003UPOBaAHHLIX
enuHUY,

Bungarnuntun — B3XX
MeTdomuHa ruapoxnopua - meTtog

Homep nacnopra: v Bepcus:1.0
Certificate number 4-711-0725 Version
Ne Mokaszarens* MeTog ucnbitanuii / TpeGosaHue PesynbTaT
i Parameters Analytical method / Requirement Result
B3OXX .
He meHee 80% (Q) oT 3asBneHHoro 23 % ;—L:::vf:ae::mei gg'fu? ;KT:'"H
codepxaHus BungarnunTuHa Yepes 30 e P yT,
3 | PacTBopeHue MUHYT 100%
; ? OT 3asiBNEHHOrO CoaepXaHus
Dissolution He meHee 80% (Q) ot 3asBrieHHoOro i qgopMMHa I'M,quXJ'IOPIi{:'-IEPGS
coaepxaHusa MeTchopMmuHa ruapoxnopuaa B0 ket
yepes 30 MUHYT. yT
Boga Metog K. duwepa 4
4 Water He 6onee 1,0%. 0.4%
B3XKX oy
202-01 (amup): He Gonee 0,5% ggg_g: - :ﬂ:’;%igj }ﬁéﬂa_
Mpumecu 209-01 (UvKnnyeckuii amuauH): 207-01 — ne oﬁuaggmena:
Related He Bonee 0,2% Envhuioian !
substances- 20?601 (.utgkg;onwnepaamu) : HeMAeHTUULMPOBAHHAs NpUMECh
Mpumecu He bonee U,2% — He 06Ha ,
= , pyXeHa;
BungarnuntuHa E.quHuqun HEM.QEHTHCbDMLalDBaHHOH CymMa BCeX npumeceil — meHee
npumecu: He Bonee 0,2% 0.1%
5 Cymma Bcex npumeceit: He 6onee 1,0% e
BOXX 1-LinaHoryanugut — 0,01%:
1-LunaroryaHnauH: He Gonee 0,02% EQuHMYHas
- Mpumecn EAvHUYHOIA HenaeHTUULMPOBaHHOM HeWAEHTUDMLMPOBaHHAs npuUMech
MET¢OPMHH3 npumMmecK: He bonee 0,]%’: - He oﬁHapy)KEHa;
ruapoxnopuaa Cymma Bcex npumeceit: He 6onee 0,6% CymMma BCex npuMmeceil — MeHee
rx 0,05%
366-98 — He Bonee 0,2% 366-98 — metee 0,1%
OpHopogHocTe

Bungarnuntun: AV = 2.8
MeTchommna ruapoxnopus;

Uniformity of Bapuaumm macc AV =05
dosage AV =150 .
units
B3XX
0, 0,
Konmvecrsettios ?aTﬂsise'EH/grf go 1eo 5};(Oafmamnaarnunrm-|a o
onpegenexue Asp 99 1%
Assay o !
BHyTpeHHuit npefen Ha Bbinyck (IRL): He
7 | - BunaarnunTun mMeHee  97,9%  BunparnunTMHa  oT
3asBMeHHOro cogepXaHus
B3XKX
W i Or 950% no 1050% werchopmuma | 100,3%
ap Pua rMapoxnopuaa oT 3afBMEHHOMO COAEPKaHWA.
8 YnakoBka Mo 6 Tabnetok B Gnuctep NA/ANMIBX u Il:llzfi;?l?l g?:g;ﬁ;:ﬂeepsoﬁ
Packing anoMuHeBon onkri,

¢onbru. Mo 5 Gnuctepos BmecTe ¢
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Ne lMokazarens* MeTog ucnbitaduii / Tpe6opanue Peaynkrtar
i Parameters Analytical method / Requirement Result

Mo 5 6nuctepoe BMecTe ¢ NUCTKOM-
BKNagblLUemM B KAPTOHHYHO NauKy.
[lonyckaeTtca Hannumne KOHTPONs Nepsoro
BCKPbITHS.

NINCTKOM-BKNaAbILLEM B KAPTOHHYIO
nauky. MpucyTcTBYET KOHTPONL
NepBOro BCKPLITUSA.

9 Mapkupoeka
Labelling

MepBryHas BHYTPeHHSA ynakoBka

Ha 6nucrepe ykasbiBaetcs:

1. Toprosoe HanmeHoBaHue npenapara ¢
npeaynpeanTenbHoW MapkUpoBKo ®

2. MexgyHapoaHoe HenaTeHToBaHHoe
HanMeHoBaHue (aybnupyerca Ha
aHrMUACKOM A3bIKE)

3. lNloroTvn pepxarens perncTpauuoHHOro
yACCTOBEPEHUA (Ha aHrNUACKOM A3bIKe)

4. lexapcTBeHHas opma

5. [loaupoeka

6. Homep cepuu

7. faTa ucteuenus cpoka rogHocTH (B
chopmarte: roaeH go...)

8. llata npouseoacTea

9. flonyckaeTca HaHeCeHUe BHYTPEHHMX
ynakoBOYHbIX KOAOB KoMnaHuu. B criyyae
nponseoAcTea Ha nnowaake 000
«Hosaptuc Hesa» Ha 6nucTepe ykasbisaloT
TONbKO NepemeHHble AaHHble Be3 ykasaHus
npeguKkcos HoMepa cepun 1 AaTtsl
OKOHYaHWA CpoKa rogHOCTK,

[Hara npoussoacTBa He ykasbiBaeTcs.
BropuyHas ynakoBka (kapToHHas na4ka)
Ha kapToHHO nayke ykasblBaeTcs:

1. Toprosoe HanmeHOBaHWe npenapara c
npeaynpeanuTeNbHON Mapkuposkon ®

2. MexgyHapogHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTtca Ha
aHrNMACKOM A3bIKE)

3. JloroTun aepxarens perucTpaUMoHHOro
YAOCTOBEPEHUS (Ha aHMMUITCKOM A3bIKE)

4. HaumeHoBaHWe gepxartens
PErncTpaLnoHHOro y40CTOBEPEHUS 1
NPOU3BOAWUTENSA NEeKapcTBEHHOro npenapara
(BBINYCKAOLMIA KOHTPOSL KaYyecTsa)

5. Agpec (cTpaHa) gepxartens
pEerMcTpaLUnoHHoro yA0CTOBEPEHUA 1
Npon3BOANTENS NEKapCTBEHHOTO Npenapara
(BbINYCKAIOWMIA KOHTPONb KayecTBa)

6. JlekapctBeHHas dopma

7. Hoaunpoeka

8. Konuyectso nekapcTBeHHoOro npenapara B
ynakoeke

MepBuyHas BHyTpeHHAs
ynaxkoBKa

Ha 6nucTepe ykasaHo:

1. Toproeoe HanmeHoBaHWe
npenapara c npeaynpeanTenbHOA
MapK1upoBKoin ®

2. MexxayHapoaHoe
HENaTeHToBaHHOE HalMeHOoBaHWe
(ny6nvpyeTcsa Ha aHrnuickom
A3bIKE)

3. llorotun pgepxarens
PErnCTPaLMoOHHOrO YA0CTOBEPEHUS
(Ha aHrnunCKoM siakike)

4. llekapcTBeHHan dopma

5. osmpoBka

6. Homep cepun

7. [laTa ncteyeHus cpoka rogHocTH
(B chopmarte: rogeH go...)

8. [lata npon3BoacTBa He yka3aHa
9.BHyTpeHHWe ynakoBoYHble Koabl
KOMMaHWK OTCYTCTBYIOT.

Ha 6nuctepe ana Homepa cepum
AaTbl OKOHYAHWUA CpoKa rogHOCTM
yKa3aHbl TONbKO NepemMeHHble
AaHHble 6e3 ykazaHus NpeuKkcos .
Hata npouseoacTea He ykaszaHa.
BropuyHas ynakoBka (KapToHHas
nauka)

Ha kapToHHOI nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara c npegynpeavTensHoi
MapKupoBKoi ®

2. MexpyHapogHoe
HENaTeHTOBaHHOE HanMeHoBaHNe
(QybnupyeTca Ha aHrMUACKOM
A3bIKe)

3. Nlorotun gepxarens
perucTpaumuoHHOro y40CcToBepeHns
(Ha aHrnuiickom Aabike)

4. HaumeHoBaHuWe gepxaTens
PerucTpaLnoHHoro yAo0cToBepeHus
W NPOU3BOAUTENSA NEKaPCTBEHHOrO
npenapara (BbiNyCKatoLLWiA
KOHTPOMb Ka4ecTBa)
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9. HaumeHoBaHWs 1 cogepxaHns
OENCTBYIOLNX BELLECTB

10. Ycnoeusa xpaHeHus

11. NyTb BBEAEHWA

12. Ycnosus otnycka

13. MNpeaynpegurensHbie Haanuck: «Cnocob
NPUMEHEHWUSA: CM. NMUCTOK-BKNaAbILL»,
«XpaHUTb B HEAOCTYNHOM ANA AeTel MecTe»
14. Homep cepun

15. [lara npousBojcTea

16. laTa ucTeyeHns cpok rogHocTu (B
dopmare: rogeH go...)

17. Wrpux-koq

18. [lonyckaetca HaHeceHWe BHYTPEHHUX
yNakoBoUHbIX KOA0B [lononHUTENBHO MOryT
BbITb HAHeCEHb! cpeacTea naeHTUdMKaLMm
ANA MOHUTOPWHIa ABUKEHWS NEKAPCTBEHHbIX
npenapaTos OT NpoM3BOAUTENS A0
koHeuHoro noTpebutens (HaHeceHue
BO3MOXHO C UCMONb30BAHNEM CTUKEpPA),

5. Agpec (cTpaHa) aepxaTens
PerucTpaLyoHHOro yAoCTOBEpEeHUs
W NPOV3BOAVTENS NEKAPCTBEHHOrO
npenapara (BbINyckaroLwmi
KOHTpOMk Ka4YecTBa)

6. llekapcTBeHHas hopma

7. [loavpoeka

8. Konunyecteo nekapcreeHHoro
npenapara B ynakoeke

9. HanmeHoBaHWs U cogepxaHns
OefCTBYIOWMNX BELWECTB

10. Ycnoeus xpaHeHus

11. MNMyTb BBEAGHNA

12. Ycnosus otnycka

13. MpepynpegutenbHbie Haanucu:
«Cnocob npumeHeHns: cMm. NMCTOK-
BKNagbIwy, « XpaHuTb B
HeOocTynHoOM 4Ns AeTen MecTe»
14. Homep cepum

15. lata npouseoacTea

16. [laTa ncteveHms cpok rogHocTH
(e dpopmare: rogeH go...)

17. Wrpux-kon

18. HaHeceHbl BHYTpeHHNe
YNakoBOYHbIE KOAbI.
HononHuTensHo HaHeceHs!
cpeacTsa uaeHTUuKauum ans
MOHWUTOPUHIra ABWKXEHUS
neKapcTBEHHbIX NpenapaTtoe oT
NpPou3BoaMTENs A0 KOHEYHOrO
notpeburens (6es ucnons3osaHus
CTUKepa).

10 XpaHeHue
Storage

Mpu TemnepaType He Bbiwe 30°C.

Cpok rogHocTH
(MepuoguuHocTh
11 | kouTpons)

Shelf life (Frequency
of control)

2 ropga

2 ropa (30.06.2027)

* - MNokasatens «MukpoBruonoruieckas YMCToTa» He SBASETCA PYTUHHBIM METOAOM aHANN3a U MOXKET OTCYTCTBOBaTL B

nacnopTe KoMnaHwu.
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3. 3AKNMOYEHUE
CONCLUSION

NekapcTtBeHHbIii npenapar Fansyc MeT®, TabneTku NOKPbITbIE MNEHOYHO obonouxkoit, 50.mr+ 1000 mr Ne30,
Homep cepun PS61370725 cooteeTcTeyeT TpeGoBaHUAM HOPMATUBHOM AokyMmeHTawAn. [11-Ne(001986)-(Pr- /
RU)-200524 Mansyc Met®, TaGneTkut nOKpbIThie MneHo4Ho o6onoykoit 50 mr + 500 mr, 50 + 850 mr 60 + 10qp‘/
mr Mogynb Mapkuposka J1M-Ne(001986)-(PI-RU)-270723. g N /

7
Crapwwin  cneuuanucT — no ( sy o g0
Anek 0. 26 M ad s
Yreepaun KOHTPONIO KavyecTea excees b 29 o 23 Wvartis| meva LLC
Approved by \ ; :
fonwHocTs (Position) @O (Full name) \ Barq (B yme -_f.-';_'a
\_‘ 1. 92
Version Description of change -t
(Bepcus) (OnucaHue nsmeHeHuin) :
1.0 HoBblit nacnopt
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