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Nuuerans Ha ocyliecTeNeHne NponaBoaCcTEa nekapcTBeHHbIX cpeacte Ne00153-NC

KoHTponb ka4ectea
Quality Control

Bepcusi:1.0
Version

Homep nacnopra:

Certificate number 4-715-0725

1. OBLLAS MHOOPMALINSA

GENERAL INFORMATION
HaumeHoBaHue npoaykumum: lansyc Met® TabneTku, NoKpbITblE NNEHOYHO o6onoukoi,
Product Narne 50 mr + 1000 mr Ne30

JiM-Ne(001986)-(PI-RU)-200524 TanByc MeT®, Tabnetkm NOKpPbITLIE
nneHo4Hoi obonoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapkuposka JM-Ne(001986)-(Pr-RU)-270723

Cneuundukaums kadecTtBa Ha lansyc Met®, TabneTku NOKPbIThIE NNEHOYHOM
oBonoykoit 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0

MNpoBepeno Ha cooTBeTcTEME C:
Checked against

BHyTpeHHui kog Homep cepum
HepacdacoraHHOW npoaykumun: | 42027187 HepacchacoBaHHOM npoaykumm PS4581
Product Code Bulk Batch Number Bulk
BHyTpeHHu# Ko ynakoBaHHOM Homep cepum ynakosaHHo#
npoayKuumn: 44068551 NPOaYKLMMK: PS65600725
Product Code FDF Batch Number FDF
Ta NPOU3BOACTEA:
ﬂ:nufactﬂrmg Dat:l 31.07.2025
i Pasmep cepuu 3a BbiveToM
g:}grl:u;?ecepun. 5968 yn. npo6: 5 959 yn.
Batch size without samples
2. MONYYEHHBLIE PE3YIbTAThI
TEST RESULTS
Ne MNMokazaTens* Metopg ucneiTaHuit / TpeGoeanue Pesynkrar
Parameters Analytical method / Requirement Result
BuayanbHbIi OBanbHble TabneTku co
OsanbHble TaBneTki Co CKOLWEHHBLIMM CKOLUEHHbIMM  KpasMK, MOKPbLIThLIE
o Kpasamu, NOKpbITble NNeHoYHon o6onoykon NNEHOYHONW  0BONOYKOA  TemHo-
1 Ap'jo';g?:n'zﬁ TEMHO-XXENTOro ¢ CepoBaThIM OTTEHKOM XENToro ¢ cepoBaTbiM OTTEHKOM
useta. Ha ogHol cTopoHe TabneTku Leeta. Ha ogHoli cTopoHe TabneTikn
mapkumposka «NVR», Ha gpyroii ctopoHe — mapkipoeka «NVR», Ha ppyroi
«FLO». cTopoHe — «FLO».
B3OXX
Bpems yaepxuBaHua 0CHOBHOTO NWKa Ha
;gﬁ:};:?&gza“““ Xpomarorpamme UcnbITyemoro pactesopa 1 Coorsercrayer
« BT AT AOIKHO COOTBETCTBOBATL BPEMEHN
yAepKUBaHUS NUka BUNJarnMnTUHa Ha
2 Xpomarorpamme CTaHAapTHOro pacteopa.
B3»X
Bpems yaepxuBaHWs 0CHOBHOrO NKKa HA
- MetchopmuHa Xpomarorpamme UCnbITyemoro pacreopa 3
ruapoxnopug AOMKHO COOTBETCTBOBATL BPEMEHM Coorsercreyer
YAEPXUBaHUSA NUKa MeThopMMHa Ha
XpomarorpamMmmecTaHAapTHOrO pacTeopa.
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Ne MNMokazarenw* MeTtoa ucneitadui / TpeGoBatue PesynbTtar
Parameters Analytical method / Requirement Result
BOXX 0,
He meHee 80% (Q) oT 3asiBneHHOro ;30 /(’af;“?_l?ﬁ;e: : Derg gg‘ﬁf;“ a:m
copepaHus sungarnuntuHa Yepes 30 b P yT
Dissolution He meHee 80% (Q) oT 3asBneHHoro :n?rg OOTMzaHﬂaB?:Hngo‘;:o.uepmawﬂ
cogepxaHnsa MeTchopMuHa rugpoxnopuaa 30 m HHF;T AROXTIORIVIA Yopes
yepes 30 MUHYT.
Bopga MeTog K. ®uwepa °
g Water He 6onee 1,0%. A%
B3XKX of,-
202-01 (amug): He Gonee 0,5% e ol
Mpumecn 209-01 (UMKNMYECKMiA aMUaNH): Py :
207-01 — He oBHapyxeHa
Related He Bonee 0,2% S !
substances- 207-01 {,QMKeTOnMI'Iepasb‘IH)
A He Bonee 0.2% HEM,qegTHCbHLalOBaHHaFI npuMecs
: = — He oBHapyxeHa;
BungarnunTtuHa EAvHuYHOW HenpgeHTUhULMpOBaHHOIA 2
npuMec: He Gonee 0,2% g;;n‘;ma BCEX NpuMeceli — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% s
BOXX 1-LnaHoryaHuauH — meree 0,01%;
1-UunaHoryaHunamH: He 6onee 0,02% EguHnYHas
o an'lMeCII‘I EﬂHH“quﬁ HEHAEHTHCDHHMPOBaHHOF'I HEM.D.EHTHCPHL{HPOBaHHaﬂ npumecb
MeTdopmmHa npumeck: He Bonee 0,:1% , — He oBHapyxeHa;
ruapoxnopnaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma Bcex npumeceit — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpHopoaHOCTL
[O03UPOBaHHLIX BungarnuntuH — BOXX ) _
g | eanHuy MeTtchomuHa rugpoxnopus - MeTos Eﬂiﬁaggﬁ:;”; A\;x;;'su 3
Uniformity of Bapuaumn macc AV =16 AR PR
dosage AV <150 '
units - N
B3»X
0, 0,
onpegenexdune R 99 5%
Assay ; :
: BHyTpexnHuit npeaen Ha ebinyck (IRL): He
7 BUARAANTTHH MeHee 97,9% BUNgarnMnNTUHa oT
3aABNEHHOrO coaepXaHus
B3XX
;ﬂegfﬁgnﬂra Or 950% pmo 1050% wmetchopmuHa | 100,9%
P P rMApOXNopuaa oT 3aABNEHHOMO CoAepKaHns.
Mo 6 Tabnetok 8 6nuctep
Ynakoeka Mo 6 Tabnetok & 6nuctep MA/AN/MNBX un =
8 Packing antoMMHUEBO donbri. TIAARITIBX 1 anicasiesclt

conkru. Mo 5 Gnnctepos BmecTe ¢
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Ne Mokazatens* MeTog ucneuitanwii / TpeGosanue PesyneTar
Parameters Analytical method / Requirement Resuit

Mo 5 6nuctepos BMecTe ¢ NUCTKOM-
BKNaAbILLUEM B KAPTOHHYIO Nauky.
HonyckaeTcs Hanuume KoHTpons nepeoro
BCKPbITUS,

NUCTKOM-BKNaALILLIEM B KAPTOHHYIO
nayky. MpucyTCTBYET KOHTPONb
NepBOro BCKPLITMS.

g | Mapkupoeka
Labelling

MNepBuyHan BHYTPeHHAN ynaKoBka

Ha 6nucrepe ykasbiBaetcs:

1. Toproeoe HaumeHoBaHWe npenapata ¢
npeaynpeauTensHON MapkupoBkoi ®

2. MexpyHapogHoe HenaTeHTOBaHHOe
HaumeHoBaHwe (aybnupyetca Ha
aHIMUIACKOM S3bIKe)

3. Jlorotun aepxartens perncTpaLmyoHHoro
YAOCTOBEPEHUS (Ha aHTNINCKOM A3bIKe)

4. JlekapcTBeHHas ¢opma

5. [loaupoeka

6. Homep cepun

7. [laTa ncteyeHuns cpoka rogHocTu (B
cpopmare: rogeH go...)

8. flata npoussoacTea

9. flonyckaeTcs HaHeceHNe BHYTPEHHUX
ynakoBO4HbIX KOJOB komnaHuu. B cnyyae
npoussoAcTea Ha nnowagke 000
«HoBaptuc Heea» Ha 6nucTepe ykasbiBatoT
TONbKO NepemeHHble AaHHble 6e3 ykasaHus
npedrkcoB HomMepa cepum 1 faThl
OKOHYaHWA CPOKa roAHOCTH.

[Lara npoussoacTea He ykasbiBaeTcs.
BTropuyHas ynakoBka (kapToHHas nauka)
Ha kapToHHO nayke ykasbiBaercs:

1. ToproBoe HaumeHOBaHWe Npenapara ¢
npeaynpeauTensHon MapkUpoBKoin ®

2. MexayHapogHoe HenaTeHTOBaHHOe
HavmMeHoBaHwe (aybnupyeTtcs Ha
aHIMWIACKOM A3blKe)

3. NloroTun gepxkatens perncTpauvoHHoro
YAOCTOBEPEHUA (Ha aHFNUICKOM A3bIKe)

4. HaumeHoBaHue aepxartens
PEerucTpaunoHHOro ya0CcToBepeHns 1
npoussoauTens nekapcTeeHHoro npenapara
(BbIMyCKalOWMIA KOHTPOMb KayecTsa)

5. Agpec (cTpaHa) gepxartens
PerucTpaunoHHOro YA0CTOBEPEHUS 1
npoussoaNTens NekapcTBEHHOro npenapara
(BbINYCKAIOLWMUIA KOHTPOSb KayecTBa)

6. IlekapcTBeHHas thopma

7. Joanpoeka

8. KonnyecTso nekapcTseHHOro npenapara s
ynaxkoske

MepBuyHas BHYTpPeHHAA
ynakoeka

Ha 6nuctepe ykasaHo:

1. Toproeoe HaumeHoBaHWe
npenapara ¢ npeaynpeauTensHon
MapkupoBskoil ®

2. MexxgyHapoaHoe
HenmaTeHToOBaHHOE HanMeHoBaHue
(Ay6nvpyeTcsa Ha aHrNKUCKOM
A3bIKE)

3. lorotun gepxartens
PerucTpaumnoHHoro yaocToBepeHns
(Ha aHrnuitckom asbike)

4. llekapcTBeHHas opma

5. floanposka

6. Homep cepun

7. [laTa victeueHns cpoka roaHoCTm
(B hopmare: rogeH go...)

8. [lata nponsBoAcTBa He ykasaHa
9.BHYTpeHHKe ynakoBouHble Kokl
KOMNaHWKU OTCYTCTBYIOT,

Ha 6nuctepe ans Homepa cepum u
Aatbl OKOHYaHWA CpoKa rogHocTX
yKasaHbl TOMbKO NepemMeHHbIe
AaHHble 6es ykasaHms NpeduKcos .
[fara npouzeoacTsa He yKasaHa.
Bropu4Has ynakoeka (kapToHHas
navka)

Ha kapToHHOII nauke ykasaHo:

1. Toproeoe HaumeHoBaHMe
npenapara ¢ npeaynpeantensHon
MapK1poBKoi ®

2. MexayHapoaHoe
HernareHToBaHHOe HauMeHoBaHue
(ay6nupyetcs Ha aHrnUicKom
A3bIKE)

3. llorotun pepxarens
PerncTpauuoHHOro yA0CTOBEPEHUS
(Ha aHrnuninckom AsbIke)

4. HanmeHosaHue gepxarens
perucTpaunoHHOro yaoCToBEpPEHNUs
W MPON3BOANTENSA NEKAPCTBEHHOTO
npenapara (BblnyckaroLwnii
KOHTPOMb KayecTea)
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9. HaumeHoBaHwus 1 cogepxanus 5. Anpec (cTpaHa) aAepxatens
AeNCTBYIOWMX BELLIECTB PericTpauroHHOro y40CTOBEPEHUS
10. Ycnoeus xpaHeHus W NPOM3BOAWNTENS NEKAaPCTBEHHOro
11. NyTs BBEACHMA npenapara (BbinycKaoLWui
12. Ycnosus otnycka KOHTpOMb Ka4yecTsa)
13. MNpegynpeaurentHbie Hagnucu; «Cnocob | 6. TNexapctBeHHas dopma
MNPUMEHEHUA: CM. NINCTOK-BKNAAbILLY, 7. oanpoeka
«XpaHuTb B HEQOCTYNHOM AN AeTel mecte» | 8. KonuyecTeo nekapcreeHHoro
14. Homep cepun npenapara B ynakoBke
15. ata npoussoacTtea 9. HaumeHoBaHus 1 cogepkaHus
16. [lata ucTeyeHust CpoK rogHocTm (B AeViCTBYIOLLUX BELLECTB
¢opmarte: rogeH go...) 10. Ycnosua xpaHeHus
17. WTpux-kopq 11. MyTb BBEAEHNA
18. [lonyckaeTcs HaHeceHUe BHYTPEHHUX 12. Ycnosus otnycka
yNakoBOUHbIX k0408 [JoNONHUTENBHO MOryT 13. MNpepynpeaurensHbie HagnucK:
GbITb HaHeceHs! cpeacTsa uaeHTUdUKaLN «Cnocob npuMeHeHUs: cM. NUCTOK-
ANA MOHWUTOPUHIE ABWKEHUS NEKAPCTBEHHBIX | BKNaAbIW», «XpaHUTb B
npenapaTos oT NPOU3BOAUTENS 40 HeAoCTyNHOM ANS AeTEl MecTe»
KOHeu4Horo notpebuTtens (HaHeceHne 14. Homep cepun
BOBMOXHO C MCNOMb3OBaHMEM CTUKEpa). 15. Nlata npouseocacTea
16. [laTa ncTeuenns CpoK roAHoCTM
(B bopmarte: rogeH ao...)
17. Wrpmx-koa
18. HaHeceHb! BHYyTpeHHNe
YNaKkoBOMHbIE KOAbI,
HononHutensHo HaHeceHb!
cpencTea uaeHTuukauuu ans
MOHUTOPWHIa ABWKEHUS
NeKapCTBEHHbIX NPenapaTos oT
Npou3BoanTENA A0 KOHEYHOro
notpebutens (6e3 ucnonb3oBaHus
CTuKepa).
10 ggf:gi""e Mpu Temnepatype He Boiwe 30°C.
Cpok rogHocTH
(MepuoaunvHocTs
11 | koHTpons) 2roaa 2 ropa (30.06.2027)
Shelf life (Frequency
L of control)

* - MNokazatens «Mukpobruonoruieckas YMCToTa» He SBISeTCs PYTWHHBIM METOAOM aHaNKU3a U MOXET OTCYTCTBOBATh B

NacropTe KoMAaHuu.
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3. 3AKNIOYEHUE
CONCLUSION

JlekapcTBeHHbIi npenapat Mansyc MeT®, Tabnetku NOKpbITEIE NNeHOoYHOW obonoykoid, 50-mr+ 1000 mr Ne30,
Homep cepun PS65600725 cooTtseTtcTayeT TpeboBaHWAM HOPMaTUBHON AokymeHTauny J111-Ne(001986)-(Pr-
RU)-200524 Mansyc Met®, TabneTkv nokpbITole NNEHOYHOH 060m04Koit 50 Mr + 500 mr, 50 + 850 mr, 50 + 1000
mr Mogyne Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. . \/.

Crapwmit  cneuwanuct  no g —
KC 0 28 o2 \bo\2%ova;
YTBEPAMN | 1 onio KavecTsa Anexcees 5.0 23.08.1¢p9\2
Approved by \ 2
OonwrocTs (Position) @O (Full name) Wara Date)
]
Version Description of change
(Bepcus) (Onucanue nameHeHmi)
1.0 Hosblii nacnopt
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