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AHanNUTU4YECKMI 1 NAacNopT Ha rOTOBYHO NPOAYKLUIO
NuueHana Ha ocywecTBneHne NPoU3BOACTEA NEKAPCTBEHHbIX cpeacTs Ne00153-NC 000 "HoeapTuc Hesa"
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Tenedon: +7 812 336 9891
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KoHTpons kayectea
Quality Control

Homep nacnopra:
Certificate number

4-716-0725 i

Version

1. OBLIAS UHGOPMALIMA
GENERAL INFORMATION

HaumeHoBaHue npoaykuuu;
Product Name

Fansyc Met® Tabnerku, NOKpPbITLIE NNEHOUYHON 0BOMNOYKOM,
50 mr + 1000 mr Ne30

lNpoBepeHo Ha COOTBETCTBME C:

Checked against

IN-No(001986)-(PT-RU)-200524 Taneyc MeT®, Tabnetkm nOKpbITbie
nneHouHoit obonoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723

Cneuuncprkaums kauecTsa Ha Mansyc MeT®, TabrneTky NOKPLITLIE MAEHOYHOIA
o6onoykoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0

BHyTpeHHUI Kog Homep cepum

HepaccacoBaHHOM npoaykumu: | 42027187 HepacchacoBaHHON npoaykuuw PS4582
Product Code Bulk Batch Number Bulk

BHYTpeHHUI Ko ynakoBaHHON Homep cepum ynakoBaHHOM

npoayKunu: 44068551 NpoAyKUMM: PS65620725
Product Code FDF Batch Number FDF

Hara npousBogcrTea: 31.07.2025

Manufacturing Date

Pazmep cepuu:
Batch Size

Paamep cepum 3a BblYeTOM
5994 yn. npo6: 5985 yn.
Batch size without samples

2. NMONYYEHHbIE PE3YNbLTAThI

TEST RESULTS
Ne MNMokazatens* MeTtog ucnuitanuii / TpeGoeaHue PesyneTar
Parameters Analytical method / Requirement Result
BuayanbHbli OBanbHble TabneTku co
OBanbHble TabneTky co CKoLLEHHbBIMU CKOLUEHHBIMU  KpasiMK, MOKPbITbIE
i W Kpasmu, NOKpbITbIE NNEHOYHOW 060M0YKON nneHo4YHo  oBOoNoYKol  TemHo-
1 Appearance TEMHO-)KENTOro ¢ CepoBaTLIM OTTEHKOM XKENTOro € CepoBaTbiM OTTEHKOM
ueeTa. Ha ogHoii ctopoHe TabneTkn LBeTa. Ha oaHol cTopoHe TabneTku
mMapkupoeka «NVR», Ha Apyroi cTopoHe — mapkupoBka «NVR», Ha apyroi
«FLO». cTopoHe — «FLO».
B3XKX
Bpems yaepxuBaHua 0CHOBHOrO nuka Ha
rdneﬂmda'uxauuﬂ Xpomarorpamme UCrbITyemoro pacteopa 1
entification CooteercTyeT
« BUGnaCEITIH AOIMKHO COOTBETCTBOBATL BPEMEHM
yAepXuBaHWs nuka BUNAarnunTUHa Ha
2 Xpomartorpamme CTaHAapTHOro pacTsopa.
B3XX
Bpewms yaepxuBaHus OCHOBHOrO Nuka Ha
- MeTdbopmuHa XpomMartorpaMme UCNbLITYeMoro pacteopa 3 CooTsetcrayer
ruapoxnopua AOMKHO COOTBETCTBOBATL BPEMEHM
yaepxuBaHua nuka MeTchopMmHa Ha
XpomartorpammecTaHapTHOro pacTeopa.
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Ne Mokazarens* Metoa ncnbitanui / TpeGosaHue Pesynbtat
Parameters Analytical method / Requirement Result
B3XKX o
He meHee 80% (Q) oT sasisneHHoro 23;" ai;;ﬁ:::;::"g ;gﬁﬁ:‘?m
P cofepxaHua BungarnunTHa Yepes 30 A P yT:
% | P iy 101% or sasBneHHoro coae
Dissolution He meHee 80% (Q) oT 3asBnerHoro SaREise o CoppRaln
MeTqopMUHa ruapoxnopuaa yepes
coaepxaHusi MeThopmMuHa rugpoxnopuaa 30 sty
yepes 30 MUHYT. y
Boaa MeTtog K. duwepa .
4 Water He 50116‘6 1,0{)/{)‘ U|4 A)
B3XKX S
202-01 (amwa): He Gonee 0,5% ol :;“:g‘eﬁig}ﬁeu N
Npumecn 209-01 (LMKNUYECKNi aMUANH): P '
2 207-01 — He oBHapyxeHa;
Related He Gonee 0,2% EavHMuHas
ﬁ”bs'fqi’::c:s' 5223;;23“;;’"”“8‘)33’“)‘ HEeMAEHTUULMPOBaHHas NpUMech
pu ok . — He oBHapyxeHa;
BungarnuntuHa EAvHNYHOR HenaeHTUdMLMpOBaHHOI ' “
npUMecy: He Goree 0,2% g);l‘\;ma BCeX npumecen MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% HHER
B3XX 1-UnaHoryanunguy — 0,01%;
1-UnaHoryanuauH: He 6onee 0,02% EauHuyHas
- Mpumecy EpvnHoit HEUACHTUDMLIMPOBAHHON | HeypenTUdULMpOBaHHaR MpUMECS
MeTdopmuna npumecin: He Gonee 0,] ) , — He obHapyxeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He 6onee 0,6% CyMama BCEX MpUMecell — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpgHopogHoCcThL
A03UPOBaHHLIX Bungarnuntux — B3XX B ) -
" nTuH: AV = 2,2
6 eanHuL MeTdomuHa ruapoxnopua - metog Mej:g)aorn::Ha ru,q?noxnopu o
Uniformity of Bapuaynm macc AV=09 i
dosage AV =150 !
units
B3XKX
0, o,
oS | e sy MR, £
onpepenelue Aep 98 8%
tﬂgziy —— BHyTpeHHui npenen Ha Bbinyck (IRL): He
¥ A mMeHee  97,9%  BungarnunTMHa  oOT
3aABNeHHOro coaepXaHus
B3KX
- MeTgophmra Or 950% o 1050% meTdbopmura | 100,5%
ruapoxnopua
rMApoXnopuaa OT 3asBNEHHOTO CoAepaHns.
YnakoBka Mo 6 Tabnetok B Gnuctep NA/ARITBX u Mo 6 Tabnetok & Grwctep "
8 Packin antoMUHWEBOR horbri MA/ANTIBX u aniomuHvesoi
g ' ¢onbru. Mo 5 6nucTepos smecTe ¢
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Ne MNokazarens* Metop ucneitaunnii / Tpe6Gosanue Pesynurar
e Parameters Analytical method / Requirement Resuilt

Mo 5 BrmcTepos BMecTe ¢ nUCTKOM-
BKNajblluem B KAPTOHHYIO Mauky.
Honyckaetca Hanuune koHTpons nepeoro
BCKpbITHS.

IMCTKOM-BKNaAbILIEM B KapTOHHYO
nauky. MpucyTcTByeT KOHTPONL
NEepBOro BCKPLITUSA.

9 MapkupoBka
Labelling

MepBu4Han BHyTpeHHsA ynakoska

Ha 6nucTepe ykasbiBaetcs:

1. ToproBoe HaumeHoBaHNe npenapara c
MPEAYNPeaUTENLHON MapKUPOBKOiA ®

2. MexayHapoaHoe HenaTeHToBaHHOe
HavmeHoBaHue (ay6nupyercs Ha
HIMUACKOM s13blke)

3. Norotun gepxarens perucTpaumoHHoro
YAOCTOBEPEHUSA (Ha aHrNUIACKOM A3bIKe)

4. llekapcTeeHHas chopma

5. Josuposka

6. Homep cepum

7. lata uctevyeHus Cpoka rogHocTu (B
thopmare: rogeH go...)

8. lata npoussoacTea

9. fonyckaeTcs HaHeceHme BHYTPEHHUX
YNakoBOYHbIX KOAOB KoMnaHuW. B cnyyae
npoussoAacTea Ha nnowagke OO0
«HosapTuc Hesa» Ha 6rnvcTepe ykasbisalor
TOMbKO NE€pemeHHble faHHbie 6e3 ykasaHus
NpechrKcoB HoMepa cepuu 1 hathbl
OKOHYaHWA CpoKa roJHoOCTU,

Hata npoussopacrea He ykasbisaercs.
BropuuHas ynakoBka (kapToHHas nayka)
Ha kapToHHol1 navke ykasbisaeTcs:

1. Toproeoe HanmeHoBaHue npenapara c
NpeaynpeauTensHoii Mapkuposkoii ®

2. MexayHapogHoe HenaTeHToBaHHoe
HavmeHoBaHue (gy6nupyeTca Ha
aHIMWACKOM R3bIKe)

3. lloroTun gepxarens pervcTpaumMoHHoro
YAOCTOBEPEHUA (Ha aHrMUICKOM R3blke)

4. HaumeHoBaHve gepxarens
PErMCcTPaLIMOHHOro yA40CTOBEPEHMS 1
NPOU3BOANTENA NEeKapCTBEHHOro npenapara
(BbINYCKALOLLWIA KOHTPOML KavecTtsa)

5. Aapec (cTpaHa) aepxatens
PErnCTpaLMOHHOro yA0CTOBEPEHUA U
MPOM3BOANTENA NeKapCTBEHHOro Npenapara
(BBINYCKAOLLWIA KOHTPOIb KavecTsa)

6. JlekapcTBeHHas hopma

7. [oaunpoeka

8. KonnyecTso nekapcTeeHHoro n penapara B
ynakoeke

MNepeuynas sHyTpeHHss
ynakoBka

Ha 6nucrepe ykasaHo:

1. ToproBoe HaumeHoBaHue
npenaparta ¢ npegynpeanTensHon
Mapkmposkoin ®

2. MexpyHapogHoe
HenaTeHToBaHHOE HauMeHoBaHWe
(ay6nupyeTcs Ha aHrnuiickom
A3bIKe)

3. llorotun gepxatens
PEr1cTpaLnoHHoro yaocTosepeHus
(Ha aHrnmiickom siabike)

4. llekapcteeHHas copma

5. lloauposka

6. Homep cepum

7. [ata ucreyenus cpoka rogHocTu
(B opmare: rogeH go...)

8. lata npoussoacTea He ykasaHa
9.BHyTpeHHWe ynakoeoyHble Koabl
KOMNaHuM OTCYTCTBYIOT,

Ha 6nuctepe ans Homepa cepun un
AaTbl OKOHYEHUA CPOKA FOAHOCTH
yKasaHbl TONbKO NepemMeHHbie
daHHble 6e3 ykasaHus npeduKkcos .
[ata npouseopcrea He yKasaHa.,
BropuyHas ynakoeka (kapToHHas
nayka)

Ha kapToHHom nayke ykasaHo:

1. ToproBoe HaumeHoBaHue
npenapara c npeaynpeauTensHo
Mapkuposkoin ®

2. MexayHapogHoe
HenaTeHToBaHHOEe HaumeHoBaHWe
(ny6nuvpyetcs Ha aHrAMiickom
A3blKe)

3. Norotun gepxatens
PEerncTpaLunoHHoro yhocTosepeHus
(Ha aHrnuiickoMm s3bIke)

4. HaumeHoBaHve nepxatens
PerucTpaunoHHoro yaoctoeepeHus
W Npon3BOAMTENS NEKapCTBEHHOro
npenapara (BbinyckawoLyuii
KOHTPONb KavecTea)
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9. HanmeHoBaHus n copepxaHus 5. Afpec (cTpaHa) gepxarens
AeiCTBYIOLUX BELLEeCTB PErUcTPaLMOHHOrO YA0CTOBEPEHNS
10. YcroBus xpaHeHus U NPOW3BOANTENS NEeKapCTBEHHOro
11. NyTs BBEACHNMSA npenapara (BbinycKawLwuii
12. Yenoeus otnycka KOHTpOnb Ka4ecTsa)
13. MpeaynpeauTensHbie Hagnucu: «Cnoco6 | 6. NexapcTBeHHas dopma
NPUMEHEHUS: CM. NTUCTOK-BKNAABILLY, 7. Dosunpoeka
«XpaHUTb B HEQOCTYNHOM NS AeTeli MecTe» | 8. KonuuecTBo nekapcreeHHOro
14. Homep cepuin npenapara B ynakoeke
15. lata npoussoacTea 9. HanmeHosaHus u cogepxxaHnsa
16. JaTta ncteyeHus CpOK rogHocTH (B AECTBYIOWMX BELeCTB
thopmate: rogeH go...) 10. YcnoBus xpaneHus
17. Wrpux-koa 11. MNyTb BBEAEHWA
18. [onyckaeTcs HaHeceHwe BHYTPEHHUX 12. Yecnoeus oTnycka
ynakoBO4HbIX K0A40B [JononHUTeNnsHO MoryT 13. MpeaynpeautensHeie Hagnucu:
ObITb HaHeceHs! cpeacTea naeHTUdKMKaLmm «Cnocob npuMeHeHUs: CM. NMCTOK-
ANA MOHUTOPUHIa ABWKEHWUS NEKapCTBEHHbLIX | BKNAABILY, «XpaHuTb B
npenapaTos OT NPOU3BOAUTENSA A0 HEeAOoCTYNHOM ANs AeTei mecTe»
KOHEeYHOro noTpebutens (HaHeceHue 14. Homep cepum
BO3MOXHO C 1CMOMb30BaHNEM CTUKEpPa). 15. [lata nponseoacTea
16. llata ucteyeHns cpok rogHocTy
(B dhopmare: rogeH go...)
17. Wrpnx-kon
18. HaHeceHb! BHyTpeHHWe
YNaKkoBOYHbIE KOAbI.
ononHutensHo HaHeceHbi
cpeAcTea naeHTudMKaumm ans
MOHWUTOPWHIa SBUMKEHUS
NeKapCcTBEeHHbIX NpenapaTos oT
NPOW3BOANTENS A0 KOHEUYHOro
notpebutens (6es ucnonbaosaHus
CTuKepa).
10 gg?:gi"“e MNpu TemnepaType He Bbiwe 30°C.
Cpok rogHocT
(MepuoanyHocThL
11 | koHTponA) 2ropa 2 rona (30.06.2027)
Shelf life (Frequency
of control)

* - MNokasatens «MukpoBuonorudeckas yucrorar He aBnAeTcH

nacnopre KoMnaHwu.

PYTWUHHBIM METOAOM aHaNN3a U MOXKET OTCYTCTBOBaTL B
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AHanUTUYeCKUIn NACNOPT Ha FOTOBYIO npoayKuuo
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Certificate number 4-716-0725 Version
3. 3AKIMOYEHUE
CONCLUSION

JlekapcTeeHHsIl npenapar ansyc MeT®, TabneTku NOKPbITbIE NNEHOYHOW 0Gonoukoi, 50 mMr + 1000 mr Ne30,
Homep cepuu PS65620725 cooteeTcTayeT TpeBoBaHUSM HOPMATUBHON AokymeHTayuu JTR-Ne(001986)-(Pr-
RU)-200524 'aneyc MeT®, TabneTkit NOKpbITHIE MAEHOUHOM 06OMOYKON 50 Mr + 500 mr, 50+ 850 mr, 50 + 1000
mr Moaynib Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723. /A

Crapwwid  cneumanuct no j
cees b.0. ey bre
Yreepaun KOHTPOJTIO kayecTea AnieH B.0 29.08 (1925
Approved by Nov
HonwHocTs (Position) DO (Full name)} ,‘.::‘r.i (Late 4
Version Description of change b
(Bepcus) (Onucanune nameHeHmi)
1.0 Hoseblit nacnopT
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